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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration
14 CFR Part 39

[Docket No. 99-NM—-99—-AD; Amendment
39-11170; AD 99-09-52]

RIN 2120-AA64

Airworthiness Directives; Bombardier
Model CL-600-2B19 (Regional Jet
Series 100) and CL-600-2B16 (CL—
601-3R and CL—604) Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This document publishes in
the Federal Register an amendment
adopting airworthiness directive (AD)
99-09-52 that was sent previously to all
known U.S. owners and operators of
Bombardier Model CL-600-2B19
(Regional Jet Series 100) and CL-600—
2B16 (CL-601-3R and CL-604) series
airplanes by individual notices. This AD
requires a one-time inspection of the
cable harness of the integrated drive
generator (IDG) in the right engine
nacelle and the adjacent structure to
verify clearances and detect chafing; a
one-time inspection of both the left and
right engine nacelles to detect chafing
and verify clearances of the adjacent
10th stage bleed air check valve and fuel
manifold pigtails; and repair or
replacement of discrepant parts, if
necessary. This action is prompted by
reports of chafing of the insulation
covering on the IDG cable harness and
the main engine right fuel manifold. The
actions specified by this AD are
intended to detect and correct
concurrent chafing of both the fuel
manifold and the IDG wire and
subsequent leakage of fuel, which could
come in contact with live wiring and
result in fire or explosion.

DATES: Effective May 24, 1999, to all
persons except those persons to whom
it was made immediately effective by
emergency AD T99-09-52, issued April
20, 1999, which contained the
requirements of this amendment.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of May 24,
1999.

Comments for inclusion in the Rules
Docket must be received on or before
June 16, 1999.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 99-NM—
99-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055—4056.

The applicable service information
may be obtained from Bombardier, Inc.,
Canadair, Aerospace Group, P.O. Box
6087, Station A, Montreal, Quebec H3C
3G9, Canada. This information may be
examined at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at
the FAA, Engine and Propeller
Directorate, New York Aircraft
Certification Office, 10 Fifth Street,
Third Floor, Valley Stream, New York;
or at the Office of the Federal Register,
800 North Capitol Street, NW., suite
700, Washington, DC.

FOR FURTHER INFORMATION CONTACT:
James Delisio, Aerospace Engineer,
Airframe and Propulsion Branch, ANE—
171, FAA, Engine and Propeller
Directorate, New York Aircraft
Certification Office, 10 Fifth Street,
Third Floor, Valley Stream, New York
11581; telephone (516) 256—7521; fax
(516) 568-2716.

SUPPLEMENTARY INFORMATION: On April
20, 1999, the FAA issued emergency AD
T99-09-52, which is applicable to
certain Bombardier Model CL-600—
2B19 (Regional Jet Series 100) and CL—
600-2B16 (CL-601-3R and CL—604)
series airplanes.

That action was prompted by reports
of chafing of the insulation covering on
the integrated drive generator (IDG)
cable harness and the main engine right
fuel manifold. Concurrent chafing of
both the fuel manifold and the IDG wire,
if not corrected, could result in leakage
of fuel, which could come in contact
with live wiring and result in fire or
explosion.

Explanation of Relevant Service
Information

Bombardier has issued Alert Service
Bulletin A601R—24—-095, Revision ‘A,’
dated March 25, 1999 (for Regional Jet
series airplanes). That alert service
bulletin describes procedures for a one-
time inspection of the IDG cables in the
right engine nacelle to verify clearances
and detect damage. The alert service
bulletin also describes procedures for
repair or replacement of the IDG cables,
depending on the results of the
inspection.

Bombardier has issued Alert Service
Bulletin A601R—-73-008, Revision ‘A,’
dated April 10, 1999 (for Regional Jet
series airplanes). That alert service
bulletin describes procedures for a one-
time inspection of both the left and right
engine nacelles to detect damage of the
area surrounding the 10th stage bleed
air check valve and the top and bottom
pigtails of the fuel manifold; a one-time
inspection to verify clearances between
the right fuel manifold pigtails and the
adjacent 10th stage bleed air check
valve; and repair or replacement of the
manifold, depending on the results of
the inspection.

Bombardier has issued Alert Service
Bulletin A601-0524, dated April 19,
1999 [for Model CL-600-2B16 (CL-601—
3R) series airplanes], and Alert Service
Bulletin A604—-73-001, dated April 19,
1999 [for Model CL-600-2B16 (CL-604)
series airplanes]. These alert service
bulletins describe procedures for a one-
time inspection of the IDG cable harness
in the right engine nacelle and the
adjacent structure to verify clearances
and detect chafing; a one-time
inspection of both the left and right
engine nacelles to detect chafing and
verify clearances of the adjacent 10th
stage bleed air check valve and fuel
manifold pigtails; and repair or
replacement, depending on the results
of the inspection.

Transport Canada Aviation (TCA),
which is the airworthiness authority for
Canada, classified the alert service
bulletins as mandatory and issued
Canadian airworthiness directive CF—
99-09, dated April 6, 1999, in order to
assure the continued airworthiness of
these airplanes in Canada.

FAA'’s Conclusions

These airplane models are
manufactured in Canada and are type
certificated for operation in the United
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States under the provisions of section
21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, TCA has kept
the FAA informed of the situation
described above. The FAA has
examined the findings of TCA, reviewed
all available information, and
determined that AD action is necessary
for products of this type design that are
certificated for operation in the United
States.

Explanation of the Requirements of the
Rule

Since the unsafe condition described
is likely to exist or develop on other
airplanes of the same type design
registered in the United States, the FAA
issued emergency AD 99-09-52 to
detect and correct concurrent chafing of
both the fuel manifold and the IDG wire
and subsequent leakage of fuel, which
could come in contact with live wiring
and result in fire or explosion. The AD
requires accomplishment of the actions
specified in the alert service bulletins
described previously, except as
discussed below. This AD also requires
that operators report results of all
inspection findings and any repairs
performed to Bombardier.

Differences Between This AD and the
Relevant Service Information

While the Canadian airworthiness
directive and the alert service bulletins
recommend a compliance time of 50
flight hours, this AD specifies a
compliance time of 50 flight hours or 7
days, whichever occurs first. The
Challenger and certain Regional Jet
series airplanes are operated as business
jets, which generally fly fewer hours per
day than commercial airplanes. The
FAA has determined that it is necessary
to impose a time limit on these
airplanes to ensure the safe operation of
the fleet.

Operators should further note that,
although certain alert service bulletins
referenced in this AD specify that the
manufacturer may be contacted for
disposition of certain repair conditions,
this AD requires the repair of those
conditions to be accomplished in
accordance with a method approved by
either the FAA or TCA (or its delegated
agent). In light of the type of repair that
would be required to address the
identified unsafe condition, and in
consonance with existing bilateral
airworthiness agreements, the FAA has
determined that, for this AD, a repair
approved by either the FAA or TCA will
be acceptable for compliance with this
AD.

Publication of the Rule

Since it was found that immediate
corrective action was required, notice
and opportunity for prior public
comment thereon were impracticable
and contrary to the public interest, and
good cause existed to make the AD
effective immediately by individual
notices issued on April 20, 1999, to all
known U.S. owners and operators of
Bombardier Model CL-600-2B19
(Regional Jet Series 100) and CL-600—
2B16 (CL-601-3R and CL-604) series
airplanes. These conditions still exist,
and the AD is hereby published in the
Federal Register as an amendment to
section 39.13 of the Federal Aviation
Regulations (14 CFR 39.13) to make it
effective as to all persons.

Comments Invited

Although this action is in the form of
a final rule that involves requirements
affecting flight safety and, thus, was not
preceded by notice and an opportunity
for public comment, comments are
invited on this rule. Interested persons
are invited to comment on this rule by
submitting such written data, views, or
arguments as they may desire.

Communications shall identify the
Rules Docket number and be submitted
in triplicate to the address specified
under the caption ADDRESSES. All
communications received on or before
the closing date for comments will be
considered, and this rule may be
amended in light of the comments
received. Factual information that
supports the commenter’s ideas and
suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this rule must
submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 99-NM—-99-AD.” The
postcard will be date stamped and
returned to the commenter.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and that it is not a “‘significant
regulatory action” under Executive
Order 12866. It has been determined
further that this action involves an
emergency regulation under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979). If it is
determined that this emergency
regulation otherwise would be
significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket. A copy
of it, if filed, may be obtained from the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

99-09-52 Bombardier, Inc. (Formerly
Canadair): Amendment 39-11170.
Docket 99-NM-99-AD.

Applicability: Model CL-600-2B19
(Regional Jet Series 100) series airplanes,
serial numbers 7003 through 7067 inclusive,
and 7069 through 7303 inclusive; and Model
CL-600-2B16 (CL-601-3R and CL—-604)
series airplanes, serial numbers 5135 through
5194 inclusive, and 5301 through 5408
inclusive; certificated in any category.
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Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (g) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To detect and correct concurrent chafing of
both the fuel manifold and the integrated
drive generator (IDG) wire and subsequent
leakage of fuel, which could come in contact
with live wiring and result in fire or
explosion, accomplish the following:

(a) For Model CL-600-2B19 (Regional Jet
Series 100) series airplanes: Within 50 flight
hours or 7 days after the effective date of this
AD, whichever occurs first, perform a one-
time visual inspection of the IDG cables in
the right engine nacelle to verify clearances
and detect damage, in accordance with
Canadair Alert Service Bulletin A601R-24—
095, Revision ‘A,’ dated March 25, 1999.

(1) If no damage is detected and all
clearances are within the limits specified by
the alert service bulletin, submit a report in
accordance with the requirements of
paragraph (f) of this AD.

(2) If any damage is detected and the inner
core is not visible, accomplish either
paragraph (a)(2)(i) or (a)(2)(ii) of this AD.

(i) Prior to further flight, repair the cable
jacket in accordance with the alert service
bulletin; and, within 4,000 flight hours after
accomplishing the repair, replace the cable
with a new cable; in accordance with the
alert service bulletin. Or

(i) Prior to further flight, replace the cable
with a new cable, in accordance with the
alert service bulletin.

(3) If any damage is detected and the inner
core is visible, prior to further flight, replace
the cable with a new cable in accordance
with the alert service bulletin.

(b) For Model CL-600-2B19 (Regional Jet
Series 100) series airplanes: Within 50 flight
hours or 7 days after the effective date of this
AD, whichever occurs first, perform a one-
time visual inspection of both the left and
right engine nacelles to detect chafing of the
area surrounding the 10th stage bleed air
check valve and the top and bottom pigtails
of the fuel manifold, in accordance with
Canadair Alert Service Bulletin A601R-73—
008, Revision “A,” dated April 10, 1999.

(1) If no damage is detected, prior to
further flight, measure the clearance between
the right fuel manifold pigtails and the
adjacent 10th stage bleed air check valve.

(i) If the clearance is within the limits
specified by the alert service bulletin, submit
a report in accordance with the requirements
of paragraph (f) of this AD.

(ii) If the clearance is outside the limits
specified by the alert service bulletin, prior

to further flight, reposition the fuel manifold
or install shims, as applicable, in accordance
with “Part B—Repositioning of the fuel
manifold to set the gap”’ of the
Accomplishment Instructions of the alert
service bulletin.

(2) If any damage is detected, prior to
further flight, repair the fuel manifold or
replace the manifold with a new manifold, as
applicable, in accordance with “‘Part C—
Repair or replacement” of the
Accomplishment Instructions of the alert
service bulletin.

Note 2: Accomplishment of the actions
specified by Canadair Alert Service Bulletin
A601R-73-008, dated April 1, 1999, is
considered acceptable for compliance with
the requirements of paragraph (b) of this AD.

(c) For Model CL-600-2B16 (CL-601-3R
and CL—604) series airplanes: Within 50
flight hours or 7 days after the effective date
of this AD, perform a one-time visual
inspection of the IDG cable harness in the
right engine nacelle to verify clearances and
detect damage, in accordance with
Bombardier Alert Service Bulletin A601-
0524 or A604-73-001, both dated April 19,
1999, as applicable.

(1) If no damage is detected, submit a
report in accordance with the requirements
of paragraph (f) of this AD.

(2) If any clearance is outside the limits
specified in the applicable alert service
bulletin, prior to further flight, adjust the
clearance in accordance with the applicable
alert service bulletin.

(3) If any damage is detected and the inner
core is not visible, prior to further flight,
repair the cable in accordance with the
applicable alert service bulletin.

(4) If any damage is detected to the cable
jacket and the inner core is visible, prior to
further flight, accomplish either paragraph
(c)(4)(i) or (c)(4)(ii) of this AD.

(i) Repair the cable jacket in accordance
with the alert service bulletin; and, within
300 flight hours after accomplishing the
repair, replace the cable with a new cable; in
accordance with the applicable alert service
bulletin. Or

(ii) Replace the cable with a new cable, in
accordance with the applicable alert service
bulletin.

(d) For Model CL-600-2B16 (CL-601-3R
and CL—604) series airplanes: Within 50
flight hours or 7 days after the effective date
of this AD, perform a one-time visual
inspection of both the left and right engine
nacelles of the area surrounding the 10th
stage bleed air check valve and the top and
bottom pigtails of the fuel manifold to verify
clearances and detect chafing, in accordance
with Bombardier Alert Service Bulletin
A601-0524 or A604—73-001, both dated
April 19, 1999, as applicable.

(1) If the clearances are within the limits
specified in the alert service bulletin, submit
a report in accordance with the requirements
of paragraph (f) of this AD.

(2) If any clearance is outside the limits
specified in the alert wire, prior to further
flight, adjust the clearance or add spacers, as
applicable, in accordance with the applicable
alert service bulletin.

(3) If any chafing is detected, prior to
further flight, repair the manifold or replace

the manifold with a new manifold, as
applicable, in accordance with the applicable
alert service bulletin.

Note 3: Accomplishment of the actions
specified by Bombardier Alert Wire TA601-
055, dated March 31, 1999, is considered
acceptable for compliance with the
requirements of paragraphs (c) and (d) of this
AD.

(e) If any alert service bulletin referenced
in this AD specifies that the manufacturer
may be contacted for accomplishment of
certain repair conditions, those repairs must
be accomplished in accordance with a
method approved by the Manager, New York
Aircraft Certification Office (ACO), FAA,
Engine and Propeller Directorate; or
Transport Canada Aviation (or its designee).

(f) Submit a report of all inspection
findings and any repairs performed to the
local Bombardier field representative; or to
either Mr. Denis Methot (fax 514-855-8501)
or Mr. Richard Moore (fax 514-855-7708),
Bombardier Aerospace Regional Aircraft, 123
Garratt Boulevard, Downsview, Ontario,
Canada M3K 1Y5; at the applicable time
specified in paragraph (f)(1) or (f)(2) of this
AD. The report must include the inspection
results, a description of any discrepancies
found, the airplane serial number, and the
number of landings and flight hours on the
airplane. Information collection requirements
contained in this regulation have been
approved by the Office of Management and
Budget (OMB) under the provisions of the
Paperwork Reduction Act of 1980 (44 U.S.C.
3501 et seq.) and have been assigned OMB
Control Number 2120-0056.

(1) For airplanes on which the inspections
are accomplished after the effective date of
this AD: Submit the report within 10 days
after performing the inspections required by
this AD.

(2) For airplanes on which the inspections
have been accomplished prior to the effective
date of this AD: Submit the report within 10
days after the effective date of this AD.

Alternative Methods of Compliance

(9) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, New York
ACO. Operators shall submit their requests
through an appropriate FAA Principal
Maintenance Inspector, who may add
comments and then send it to the Manager,
New York ACO.

Note 4: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the New York ACO.

Special Flight Permits

(h) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

Incorporation by Reference

(i) Except as provided by paragraphs (e)
and (f) of this AD, the actions shall be done
in accordance with Canadair Alert Service
Bulletin A601R-24-095, Revision ‘A,’ dated
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March 25, 1999; Canadair Alert Service
Bulletin A601R-73-008, Revision ‘A,’ dated
April 10, 1999; Bombardier Alert Service
Bulletin A601-0524, dated April 19, 1999;
and Bombardier Alert Service Bulletin A604—
73-001, dated April 19, 1999; as applicable.
This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from Bombardier, Inc., Canadair, Aerospace
Group, P.O. Box 6087, Station A, Montreal,
Quebec H3C 3G9, Canada. Copies may be
inspected at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington; or at the FAA, Engine and
Propeller Directorate, New York Aircraft
Certification Office, 10 Fifth Street, Third
Floor, Valley Stream, New York; or at the
Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

Note 5: The subject of this AD is addressed
in Canadian airworthiness directive CF—99—
09, dated April 6, 1999.

(J) This amendment becomes effective on
May 24, 1999, to all persons except those
persons to whom it was made immediately
effective by emergency AD 99-09-52, issued
April 20, 1999, which contained the
requirements of this amendment.

Issued in Renton, Washington, on May 7,
1999.

D.L. Riggin,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.
[FR Doc. 99-12099 Filed 5-14-99; 8:45 am]

BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71

[Airspace Docket No. 99-AS0O-4]
Amendment of Class E Airspace;
Thomson, GA

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This amendment modifies
Class E airspace at Thomson, GA. The
Cedar Nondirectional Radio Beacon
(NDB) has been established 4.49 miles
west of Runway (RWY) 10 at the
Thomson-McDuffie County Airport,
from which a NDB RWY 10 Standard
Instrument Approach Procedure (SIAP)
has been developed. As a result,
additional controlled airspace extending
upward from 700 feet Above Ground
Level (AGL) is needed to accommodate

the SIAP and for Instrument Flight
Rules (IFR) operations at Thomson-
McDuffie County Airport. An extension
via the 276 degree bearing from the
Cedar NDB for the NDB RWY 10 SIAP
is necessary. The length of the Class E
airspace extension west of the NDB is 7
miles, and the width of the airspace
extension is 7 miles.

EFFECTIVE DATE: 0901 UTC, July 15,
1999.

FOR FURTHER INFORMATION CONTACT:
Nancy B. Shelton, Manager, Airspace
Branch, Air Traffic Division, Federal
Aviation Administration, P.O. Box
20636, Atlanta, Georgia 30320;
telephone (404) 305-5627.

SUPPLEMENTARY INFORMATION:
History

On March 23, 1999, the FAA
proposed to amend part 71 of the
Federal Aviation Regulations (14 CFR
part 71) by amending Class E airspace
at Thomson, GA (64 FR 13938). This
action provides adequate Class E
airspace for IFR operations at Thomson-
McDuffie County Airport. Designations
for Class E airspace extending upward
from 700 feet or more above the surface
are published in paragraph 6005 of FAA
Order 7400.9F, dated September 10,
1998, and effective September 16, 1998,
which is incorporated by reference in 14
CFR part 71.1. The Class E designation
listed in this document will be
published subsequently in the Order.

Interested parties were invited to
participate in this rulemaking
proceeding by submitting written
comments on the proposal to the FAA.
No comments objecting to the proposal
were received.

The Rule

This amendment to part 71 of the
Federal Aviation Regulations (14 CFR
part 71) amends Class E airspace at
Thomson, GA, for the Thomson-
McDuffie County Airport.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore, (1) is not a
“significant regulatory action’” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979), and (3)
does not warrant preparation of a
Regulatory Evaluation, as the

anticipated impact is so minimal. Since
this is a routine matter that will only
affect air traffic procedures and air
navigation, it is certified that this rule
will not have a significant economic
impact on a substantial number of small
entities under the criteria of the
Regulatory Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

Adoption of the Amendment

In consideration of the foregoing, the
Federal Aviation Administration
amends 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

1. The authority citation for 14 CFR
part 71 continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120, E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

2. The incorporation by reference in
14 CFR 71.1 of Federal Aviation
Administration Order 7400.9F, Airspace
Designations and Reporting Points,
dated September 10, 1998, and effective
September 16, 1998, is amended as
follows:

Paragraph 6005 Class E Airspace Areas
Extending Upward from 700 feet or More
above the Surface of the Earth.

* * * * *

ASO GA E5 Thomson, GA [Revised]

Thomson-McDuffie County Airport

(Lat. 33°31'47" N, long. 82°31'100" W)
Cedar NDB

(Lat. 33°31'59" N, long. 82°36'51" W)

That airspace extending upward from 700
feet or more above the surface of the earth
within a 7.5-mile radius of Thomson-
McDuffie County Airport and within 3.5
miles each side of the 276 degree bearing
from the Cedar NDB, extending 7 miles west
of the Cedar NDB.

* * * * *

Issued in College Park, Georgia, on May 5,
1999.

Wade T. Carpenter,

Acting Manager, Air Traffic Division,
Southern Region.

[FR Doc. 99-12277 Filed 5-14-99; 8:45 am]

BILLING CODE 4910-13-M
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 2, 3, 5, 10, 12, 16, 20, 25,
50, 54, 56, 58, 60, 70, 71, 200, 201, 202,
206, 207, 210, 211, 299, 300, 310, 312,
314, 316, 320, 333, 369, 510, 514, 520,
522,524, 529, 800, 801, 807, 809, 812,
and 860

[Docket No. 98N-0720]

Conforming Regulations Regarding
Removal of Section 507 of the Federal
Food, Drug, and Cosmetic Act;
Confirmation of Effective Date

AGENCY: Food and Drug Administration,
HHS.

ACTION: Direct final rule; confirmation of
effective date.

SUMMARY: The Food and Drug
Administration (FDA) published in the
Federal Register of January 5, 1999 (64
FR 396), a direct final rule. The direct
final rule amended FDA'’s regulations by
removing references to the repealed
statutory provision of the Federal Food,
Drug, and Cosmetic Act (the act) under
which the agency certified antibiotic
drugs. The direct final rule also
removed references to the repealed
antibiotic monograph regulations and to
those regulations dealing with antibiotic
applications. This document confirms
the effective date of the direct final rule.

EFFECTIVE DATE: The effective date of the
direct final rule published at 64 FR 396
is confirmed as May 20, 1999.

FOR FURTHER INFORMATION CONTACT:
Christine F. Rogers, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-594—
2041.

SUPPLEMENTARY INFORMATION: FDA
solicited comments concerning the
direct final rule for a 75-day period
ending March 22, 1999. FDA stated that
the effective date of the direct final rule
would be on May 20, 1999, 60 days after
the end of the comment period, unless
any significant adverse comment was
submitted to FDA during the comment
period. FDA did not receive any
significant adverse comments.

Therefore, under the act, the FDA
Modernization Act, and authority
delegated to the Commissioner of Food
and Drugs, notice is given that no
objections were filed in response to the
January 5, 1999, final rule. Accordingly,
the amendments issued thereby are
effective May 20, 1999.

Dated: May 10, 1999.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 99-12230 Filed 5-14-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 315 and 601
[Docket No. 98N-0040]

RIN 0910-AB52
Regulations for In Vivo

Radiopharmaceuticals Used for
Diagnosis and Monitoring

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing
regulations on the evaluation and
approval of in vivo
radiopharmaceuticals used in the
diagnosis and monitoring of diseases.
FDA is issuing these regulations in
accordance with the Food and Drug
Administration Modernization Act of
1997 (the Modernization Act). These
regulations are intended to clarify
existing regulations applicable to the
approval of radiopharmaceutical drugs
and biologics under the Federal Food,
Drug, and Cosmetic Act (the act) and the
Public Health Service Act (the PHS Act).
EFFECTIVE DATE: Effective July 16, 1999.
FOR FURTHER INFORMATION CONTACT:
Patricia Y. Love, Center for Drug
Evaluation and Research (HFD-160),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-7510; or George Q. Mills,
Center for Biologics Evaluation and
Research (HFM-573), 1401 Rockville
Pike, Rockville, MD 20852-1448, 301—
827-5097.

SUPPLEMENTARY INFORMATION:

l. Background

In the Federal Register of May 22,
1998 (63 FR 28301), FDA published a
proposed rule to implement section 122
of the Modernization Act (Pub. L. 105—
115). Section 122(a)(1) of the
Modernization Act directs FDA to issue
proposed and final regulations on the
approval of radiopharmaceuticals
intended for use in diagnosing or
monitoring a disease or a manifestation
of disease in humans. The proposed
regulations apply to the approval of in
vivo radiopharmaceuticals (both drugs

and biologics) used for diagnosis and
monitoring.

The preamble to the proposed rule
noted that FDA was in the process of
revising and supplementing its guidance
to industry on product approval and
other matters related to the regulation of
diagnostic radiopharmaceutical drugs
and biologics, and stated that such
guidance would address the application
of the proposed rule. In the Federal
Register of October 14, 1998 (63 FR
55067), FDA announced the availability
of a draft guidance for industry entitled
“Developing Medical Imaging Drugs and
Biologics” (medical imaging draft
guidance). The guidance, when
completed, will assist developers of
drug and biological products used for
medical imaging, including
radiopharmaceuticals used in disease
diagnosis, in planning and coordinating
the clinical investigations of, and
submitting various types of applications
for, such products. The guidance will
also provide information on how the
agency will interpret and apply
provisions in the final rule on
diagnostic radiopharmaceuticals.

In the Federal Register of January 5,
1999 (64 FR 457), FDA reopened until
February 12, 1999, the comment period
on the medical imaging draft guidance.
In the Federal Register of February 16,
1999 (64 FR 7561), the agency further
extended the comment period to April
14, 1999.

Several of the comments on the
proposed rule on diagnostic
radiopharmaceuticals addressed issues
that are also relevant to the medical
imaging draft guidance. In FDA’s
responses to the comments set forth in
section Il of this document, the agency
refers to relevant portions of the draft
guidance that interpret and apply
provisions of the regulations on
diagnostic radiopharmaceuticals. In
finalizing the medical imaging
guidance, FDA will carefully consider
all comments received on the proposed
rule that are relevant to issues addressed
in the draft guidance.

I1. Highlights of the Final Rule

In accordance with section 122 of the
Modernization Act, the final rule adds
new regulations pertaining to the review
and approval of in vivo
radiopharmaceuticals used for diagnosis
and monitoring. The new regulations in
part 315 (21 CFR part 315) and part 601
(21 CFR part 601) (88 601.30 through
601.35)) complement and clarify
existing regulations on the approval of
drugs and biologics in part 314 (21 CFR
part 314) and part 601, respectively. The
regulations include a definition of
diagnostic radiopharmaceuticals and
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provisions that address the following
aspects of these products: (1) General
factors to be considered in determining
safety and effectiveness, (2) proposed
indications for use, (3) evaluation of
effectiveness, and (4) evaluation of
safety.

FDA revised the proposed rule in
response to comments received on the
proposal. Proposed 88 315.4(b) and
601.33(b) were revised to clarify that
where a diagnostic radiopharmaceutical
is not intended to provide disease-
specific information, the proposed
indications for use may refer to a
biochemical, physiological, anatomical,
or pathological process or to more than
one disease or condition.

FDA also revised the provisions on
the evaluation of effectiveness of a
diagnostic radiopharmaceutical. The
agency revised proposed 88 315.5(a)(1)
and (a)(2) and 601.34(a)(1) and (a)(2) to
state that claims of structure delineation
and of functional, physiological, or
biochemical assessment must be
demonstrated in a defined clinical
setting that is appropriate for the
intended clinical benefit (as is the case
with claims of: (1) Disease or pathology
detection or assessment and (2)
diagnostic or therapeutic patient
management). In addition, FDA revised
8§ 315.5(a)(1) and 601.34(a)(1) to state
that a structure delineation claim
involves an ability ““‘to locate anatomical
structures and to characterize their
anatomy,” rather than an ability ‘““to
locate and characterize normal
anatomical structures.”

FDA also revised the provisions on
the evaluation of the safety of a
diagnostic radiopharmaceutical.
Proposed 88 315.6(a) and 601.35(a) were
revised to add to the factors that FDA
will consider in assessing the safety of
a diagnostic radiopharmaceutical the
results of any previous human
experience with the carrier or ligand of
a radiopharmaceutical when the same
chemical entity as the carrier or ligand
has been used in a previously studied
product. Similarly, the agency revised
88 315.6(c)(2) and 601.35(c)(2) to specify
that the amount of new safety data
required to be submitted for a particular
diagnostic radiopharmaceutical will
depend on the characteristics of the
product and available information on
the safety of not only the diagnostic
radiopharmaceutical itself but also its
carrier or ligand. These sections were
also revised to state that the safety
information that FDA may require may
include the results of clinical studies, in
addition to the results of preclinical
studies. Additionally, these sections
were revised to clarify that the agency
will establish categories of diagnostic

radiopharmaceuticals based on defined
risk characteristics and, upon reviewing
a particular diagnostic
radiopharmaceutical’s relevant product
characteristics and safety information,
will place the radiopharmaceutical into
the appropriate safety risk category.
FDA also deleted the requirements in
proposed §8 315.6(d) and 601.35(d) on
the tests that must be included in a
radiation dosimetry evaluation of a
diagnostic radiopharmaceutical (i.e.,
dosimetry to total body, to specific
organs or tissues, and, as appropriate, to
target organs or tissues) in favor of
addressing this matter in the medical
imaging guidance.

Finally, FDA made minor editorial
changes to the final rule in response to
the President’s June 1, 1998,
memorandum on plain language in
government writing.

I11. Responses to Comments on the
Proposed Rule

FDA received nine written comments
on the proposed rule. The comments
were submitted by manufacturers, trade
associations, universities, and a health
care organization.

A. General Responses

1. One comment expressed support
for the intent of the proposed
regulations, but it questioned how FDA
could develop acceptable indications, as
well as safety and effectiveness criteria
for radiopharmaceuticals, without doing
the same for all diagnostic drugs and
biologics. The comment maintained that
while radiopharmaceuticals may be a
unique “chemical’ class, they are part
of the “therapeutic” class of diagnostic
agents used for medical imaging. The
comment further contended that
because the proposed regulations on
diagnostic radiopharmaceuticals were
designed to clarify FDA’s expectations
and might reduce the cost of developing
these products, adoption of these
regulations would create a competitive
disadvantage for companies developing
nonradiopharmaceutical products for
the same indications and efficacy
endpoints.

Section 122(a)(1) of the
Modernization Act directs FDA to
develop regulations specifically
governing the approval of diagnostic
radiopharmaceuticals. It does not direct
the agency to establish new approval
procedures that would apply to all in
vivo diagnostic agents, including
radiopharmaceuticals and contrast
agents. Consequently, as stated in
8§ 315.1 and 601.30, the final rule
applies to radiopharmaceuticals
intended for in vivo administration for
diagnostic and monitoring use; it does

not apply to radiopharmaceuticals
intended for therapeutic use or to
nonradiopharmaceutical products. FDA
will consider whether it should develop
similar regulations for
nonradiopharmaceutical diagnostic
agents in the future.

However, FDA agrees with the
comment that there are common
principles in developing diagnostic
imaging products. FDA’s medical
imaging draft guidance addresses such
matters as conducting clinical studies
and submitting applications for all
medical imaging drugs and biologics,
not just diagnostic
radiopharmaceuticals. In doing so, the
draft guidance elaborates on the
concepts set forth in the proposed rule
on diagnostic radiopharmaceuticals.
Consequently, although the final rule
applies only to diagnostic
radiopharmaceuticals, FDA is proposing
in the medical imaging draft guidance
that the principles set forth in this final
rule should apply to all medical imaging
drugs and biologics, including contrast
agents.

B. Definition

Proposed §8315.2 and 601.31 defined
a diagnostic radiopharmaceutical as an
article that is intended for use in the
diagnosis or monitoring of a human
disease or manifestation of disease and
that exhibits spontaneous disintegration
of unstable nuclei with the emission of
nuclear particles or photons. The
definition also included any
nonradioactive reagent kit or nuclide
generator that is intended to be used in
the preparation of a previously defined
article.

2. One comment, noting that three of
the four indication categories under
proposed §8315.4 and 601.33 did not
include the word *‘diagnostic,” asked
whether the regulations should state a
definition of “radiopharmaceutical”
rather than “‘diagnostic
radiopharmaceutical’ to be consistent
with section 122 of the Modernization
Act.

Although section 122(b) of the
Modernization Act includes a definition
of “radiopharmaceutical’ rather than
“diagnostic radiopharmaceutical,” the
term applies only to
radiopharmaceuticals “intended for use
in the diagnosis or monitoring of a
disease or a manifestation of a disease
in humans * * *.”” Consequently, FDA
states in 8§315.1 and 601.30 that the
regulations in part 315 and part 601,
subpart D, respectively, apply to
radiopharmaceuticals intended for
diagnostic and monitoring use and not
to radiopharmaceuticals intended for
therapeutic purposes. FDA believes that
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the definition and use of the term
“diagnostic radiopharmaceutical’ in
these regulations are consistent with the
Modernization Act and the scope of
these regulations. Although three of the
four categories of indications do not
include the word *‘diagnostic,” it is
clear from the context of the regulations
that each of the categories applies to
diagnostic or monitoring indications
and not to therapeutic indications.

3. Two comments asked that FDA
clarify a statement in the preamble to
the proposed rule (63 FR 28301 at
28303) that the definition of diagnostic
radiopharmaceutical includes articles
that exhibit spontaneous disintegration
leading to reconstruction of unstable
nuclei and the subsequent emission of
nuclear particles or photons.

Proposed §8 315.2 and 601.31 defined
a diagnostic radiopharmaceutical as an
article “that exhibits spontaneous
disintegration of unstable nuclei with
the emission of nuclear particles or
photons * * *.” This definition is
identical to the definition of
“radiopharmaceutical” in section 122(b)
of the Modernization Act. FDA was
concerned that this definition might be
interpreted as excluding an article that
exhibits spontaneous disintegration
leading to the reconstruction of unstable
nuclei and the subsequent emission of
nuclear particles or photons (i.e., the
electron capture process of decay).
Therefore, the agency stated in the
preamble that it interprets the definition
of “radiopharmaceutical’ in section
122(b) of the Modernization Act and
“diagnostic radiopharmaceutical’ in
proposed §8315.2 and 601.31 as
including such an article. This
statement was intended to clarify that
diagnostic radiopharmaceuticals
include articles with unstable nuclei
that do not initiate decay by
spontaneous disintegration but by
spontaneous incorporation of an
electron into the nucleus, bonding with
a proton to form a neutron. This is
followed by neutrino emission from the
nucleus and both x-ray and Auger
electron emissions from the electron
shells. lodine-123 is an example of a
radionuclide that decays in this manner.

C. Indications

Proposed 88 315.4(a) and 601.33(a)
specified the following categories of
indications for which FDA may approve
a diagnostic radiopharmaceutical: (1)
Structure delineation; (2) functional,
physiological, or biochemical
assessment; (3) disease or pathology
detection or assessment; and (4)
diagnostic or therapeutic patient
management.

4. One comment, referring to
examples of structural delineation and
functional/physiological/biochemical
assessment indications provided in the
preamble to the proposed rule,
requested that FDA provide examples of
actual claim language and primary
endpoints of adequate and well
controlled clinical trials for drugs with
such types of indications.

FDA does not believe that it would be
appropriate to suggest potential
language for indications for use or
primary clinical endpoints outside of
the context of evaluating a specific
diagnostic radiopharmaceutical for a
desired indication. However, the
medical imaging draft guidance
provides examples of products with
such categories of indications and
discusses the kinds of claim statements
that may be permitted in promotional
materials for such products. The draft
guidance also provides examples of the
types of endpoints that are appropriate
for clinical studies on medical imaging
drugs and biologics.

5. One comment stated that the
distinction between the disease
detection and patient management
categories of indications in proposed
§8315.4(a)(3) and (a)(4) and 601.33(a)(3)
and (a)(4) was vague and asked whether
the former category allowed for use of
the phrase ““as an aid in the diagnosis
of [a specific disease].” The comment
further stated that the difference
between the two categories appeared to
be related to the ability to provide
diagnostic information and/or lead to a
decision on patient management.
However, the comment found it difficult
to understand how a diagnostic
radiopharmaceutical could characterize
a specific disease as described in the
preamble (63 FR 28301 at 28303) and
not be of diagnostic value (i.e., fall
within the diagnostic or therapeutic
patient management indication
category).

FDA agrees that there is a need to
further clarify the distinction between
the disease or pathology detection and
assessment indication category and the
diagnostic or therapeutic patient
management indication category. A
disease or pathology detection or
assessment claim is established by
demonstrating that a diagnostic
radiopharmaceutical provides clinically
useful information that can assist in the
detection, localization, or
characterization of a specific disease or
pathological state in a defined clinical
setting. However, the way that the
information affects patient management
is implied and may not be directly
studied. The phrases ““as an aid in”" or
*‘as an adjunct to” may be appropriate

for this type of indication. On the other
hand, a diagnostic or therapeutic patient
management claim is established by
explicitly demonstrating a
radiopharmaceutical’s ability to provide
imaging or related information that
leads directly to an appropriate
diagnostic or therapeutic management
decision for patients in a defined
clinical setting. FDA will revise the
medical imaging draft guidance to
further distinguish disease/pathology
detection and assessment indications
from patient management indications.

6. One comment, stating that reliance
on patient management for a diagnostic
claim might be unfounded, asked what
indication language FDA might approve
for a diagnostic radiopharmaceutical if
there were no approved therapy for
treating a specific disease.

A diagnostic or patient management
decision need not necessarily relate to
the use of an approved drug product or
therapy. Therefore, the absence of an
approved therapy for a particular
disease would not necessarily mean that
FDA would not approve a diagnostic
radiopharmaceutical with an indication
for diagnostic or therapeutic
management of patients with that
disease. However, the applicant would
need to demonstrate that its product has
some clinical value. For example, in a
situation in which two disorders are
difficult to distinguish but a treatment
exists for only one of the two, a
radiopharmaceutical might be used to
distinguish between the two disorders,
thereby directly affecting subsequent
patient management. In addition, a
diagnostic radiopharmaceutical could
have clinical usefulness in providing
disease progression information about
an untreatable disease; a patient
management claim might be appropriate
if such information were shown to
directly affect some aspect of patient
management (e.g., symptomatic
treatment, avoidance of unnecessary
treatment). As with all diagnostic
radiopharmaceuticals for which a
patient management indication is
sought, FDA would need to determine
whether the proposed clinical studies
on the product included endpoints for
assessing the appropriateness of patient
management or clinical outcomes. The
medical imaging draft guidance
provides further clarification on the
indications that may be appropriate for
a diagnostic radiopharmaceutical under
these circumstances.

7. Two comments expressed concern
that FDA might narrowly interpret the
diagnostic or therapeutic patient
management indication category, noting
that the two examples provided in the
preamble involved indications dealing
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with initial patient management, i.e.,
deciding therapeutic course. The
comments sought confirmation that this
indication category would include
diagnostic radiopharmaceuticals used in
followup patient management, i.e.,
monitoring response to therapy.

Although the two examples in the
proposed rule related to initial patient
management rather than monitoring
response to therapy, FDA affirms that
the diagnostic or therapeutic patient
management indication category
includes drugs used to monitor patient
response to therapy if the response to
therapy has direct implications for
subsequent patient management.
Possible diagnostic or therapeutic
patient management indications might
include diagnostic evaluation, use of a
nonregulated therapy such as surgery,
and other significant aspects of how a
patient is treated. For example, a
diagnostic radiopharmaceutical might
be used to evaluate whether therapy for
a malignancy is causing tumor
regression if that information directly
affects subsequent patient management
decisions. A patient management
indication also might be appropriate for
a radiopharmaceutical that provides a
convenient, well tolerated, accurate test
that has been shown to effectively
replace a more cumbersome or risky
standard battery of tests, regardless of
the availability of therapy.

8. Proposed §8315.4(b) and 601.33(b)
stated that where a diagnostic
radiopharmaceutical is not intended to
provide disease-specific information,
the proposed indications for use might
refer to a process or to more than one
disease or condition. One comment
stated that this provision properly
implements the special rule in section
122(a)(2) of the Modernization Act that
a radiopharmaceutical may be approved
for indications referring to
manifestations of disease (such as
biochemical, physiological, anatomical,
or pathological processes) common to,
or present in, one or more disease states.
However, the comment asked that the
phrase “*biochemical, physiological,
anatomical, or pathological” be added
before the word “process” to eliminate
the possibility that “process” might be
construed as referring to a diagnostic
procedure.

FDA agrees with the comment and
has revised §8 315.4(b) and 601.33(b)
accordingly.

D. Evaluation of Effectiveness

In proposed §8315.5 and 601.34, FDA
set forth the specific criteria that the
agency would use to evaluate the
effectiveness of a diagnostic
radiopharmaceutical. The proposed rule

stated that effectiveness would be
assessed by evaluating the ability of the
diagnostic radiopharmaceutical to
provide useful clinical information
related to the proposed indications for
use. The method of this evaluation
would vary depending on the proposed
indication.

9. One comment maintained that the
proposed rule should have detailed the
differences between diagnostic
radiopharmaceuticals and conventional,
nonradioactive drugs as a basis for a
different regulatory treatment. For
example, the comment stated that
adequate and well controlled
investigations are not applicable to
diagnostic radiopharmaceuticals and
that specific studies involving each
potentially applicable disease state
should not be required for such drugs.
The comment argued that ““proof of
principle” is all that has been required
by the Atomic Energy Commission
(AEC) and that use of this standard
would be a good way to implement the
requirements of the Modernization Act.

Section 122(a)(1)(A) of the
Modernization Act directs FDA to
develop regulations for determining the
safety and effectiveness of diagnostic
radiopharmaceuticals under section 505
of the act (21 U.S.C. 355) and section
351 of the PHS Act (42 U.S.C. 262); it
does not exempt diagnostic
radiopharmaceuticals from the
requirements of those statutory
provisions. Under section 505(d)(5) of
the act, FDA may refuse to approve a
new drug application (NDA) if, among
other things, there is a lack of
substantial evidence that the drug will
have the effect it purports or is
represented to have under the
conditions of use in its proposed
labeling. ““Substantial evidence” is
defined as adequate and well controlled
investigations, including clinical
investigations, by qualified experts, on
the basis of which such experts may
fairly and responsibly conclude that the
drug will have its intended effect. Under
section 351 of the PHS Act, FDA
approves a biologics license application
(BLA) on, among other things, a
demonstration that the biological
product is safe, pure, and potent.
Potency has long been interpreted to
include effectiveness ‘““as indicated by
appropriate laboratory tests or by
adequately controlled clinical data
obtained through the administration of
the product in the manner intended”
(21 CFR 600.3(s)). FDA believes that the
standard of substantial evidence is
appropriate for use in evaluating the
sufficiency of evidence of effectiveness
submitted in a BLA (see FDA'’s guidance
for industry entitled *“Providing Clinical

Evidence of Effectiveness for Human
Drugs and Biological Products,” May
1998). For these reasons, FDA may not
establish regulations for diagnostic
radiopharmaceuticals that exempt such
drugs and biologics from the statutory
requirements.

The “‘proof of principle’” concept
noted by the comment was used by the
Nuclear Regulatory Commission (NRC),
the successor agency to the AEC. The
NRC licenses persons who use nuclear
materials. NRC standards are directed
exclusively at radiological health and
safety. The NRC focuses on ensuring an
adequate level of radiation protection
without regard to whether a
radiopharmaceutical actually works.
Because it is FDA’s statutory
responsibility to determine the safety
and effectiveness of drug products, the
NRC'’s standards are not relevant to the
approval of diagnostic
radiopharmaceuticals under the act.
Proof of principle, e.g., the metabolic,
pharmacokinetic, and pharmacological
database on a diagnostic
radiopharmaceutical, is only part of the
drug development process. This
information alone is insufficient to meet
the requirements in the act and in FDA
regulations on safety and effectiveness
and on product labeling statements
regarding such matters as safe use, the
adverse event profile, and clinical use
information.

10. One comment maintained that
because statements in the preamble
describing the structure delineation and
functional/physiological/biochemical
assessment indication categories do not
mention clinical benefit, unlike the
descriptions of the other two categories,
FDA should state that a demonstration
of “traditional” clinical utility or benefit
is not required for diagnostic
radiopharmaceuticals with these types
of indications. However, the comment
noted that this interpretation
contradicted the statement in proposed
8§ 315.5(a) and 601.34(a) that the
effectiveness of a diagnostic
radiopharmaceutical is assessed by
evaluating its ability to provide “useful
clinical information” concerning its
proposed indications. The comment
stated that it was unclear how one could
provide useful clinical information
related to a proposed indication for use
that would not be of diagnostic or
patient management value.
Alternatively, the comment asked that
FDA provide an example of a drug that
demonstrates clinical utility but does
not aid in diagnosis or contribute to
patient management.

Although not explicitly stated in the
preamble discussion on indication
categories, a demonstration of clinical
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benefit, i.e., ability to provide useful
clinical information related to proposed
indications for use, is required for
approval of all types of diagnostic
radiopharmaceuticals under 88 315.5(a)
and 601.34(a). The indication categories
are intended to describe the types of
clinically useful information that could
be derived from an imaging study, and
the type of indication for a particular
product is related to the type of clinical
trial designs that are used in the clinical
studies. The draft medical imaging
guidance further addresses these
matters.

It is indeed possible for a diagnostic
radiopharmaceutical to provide useful
clinical information without directly
being effective for detecting or assessing
a disease or aiding patient management.
For example, a diagnostic
radiopharmaceutical might be used to
locate and outline a normal parathyroid
gland; while this information might not
directly result in disease diagnosis and
might not be demonstrated to improve
patient management, it could indirectly
assist a physician in planning and
performing surgery to remove a mass in
the thyroid gland.

11. Proposed §8 315.5(a)(1) through
(2)(5) and 601.34(a)(1) through (a)(5) set
forth the criteria for demonstrating
effectiveness with respect to particular
categories of indications. A structure
delineation claim would be established
by demonstrating the ability of the
diagnostic radiopharmaceutical to locate
and characterize normal anatomical
structures. A claim of functional,
physiological, or biochemical
assessment would be established by
demonstrating reliable measurement of
functions or physiological, biochemical,
or molecular processes. A claim of
disease or pathology detection or
assessment would be established by
demonstrating in a defined clinical
setting that the diagnostic
radiopharmaceutical has sufficient
accuracy in identifying or characterizing
a disease or pathology. A claim of
diagnostic or therapeutic patient
management would be established by
demonstrating in a defined clinical
setting that the test is useful in
diagnostic or therapeutic management
of patients.

One comment suggested that the word
“normal” be deleted from proposed
8§ 315.5(a)(1) and 601.34(a)(1) because
radiopharmaceuticals with structure
delineation indications are used to
locate and characterize structures that
may be normal or abnormal, and in
some cases they may be used to help
determine the abnormal appearance of a
structure.

FDA agrees to delete the word
“normal” from 8§ 315.5(a)(1) and
601.34(a)(1) because a structure
delineation claim may be appropriate
for a diagnostic radiopharmaceutical
that is used to determine the anatomical
appearance of a structure even when the
anatomy is abnormal. However, to
clarify FDA'’s intent as to what is needed
to demonstrate a structure delineation
claim, the agency is further revising
these provisions to state that a claim of
structure delineation is established by
demonstrating the ability to locate
anatomical structures and to
characterize their anatomy. FDA
recognizes the need to clarify when a
structure delineation claim is
appropriate rather than a claim in one
of the other indication categories. The
agency will consider revising the
medical imaging draft guidance to
further explain the scope of permissible
structure delineation claims.

12. One comment maintained that the
information provided by
radiopharmaceuticals with functional,
physiological, or biochemical
assessment indications may be either
guantitative, semiquantitative, or
qualitative. To prevent §8315.5(a)(2)
and 601.34(a)(2) from being interpreted
as permitting only quantitative
measurement of function or process in
establishing a functional, physiological,
or biochemical assessment claim, the
comment requested that the phrase
‘‘quantitative, semi-quantitative, or
qualitative” be added before the word
“measurement.”

FDA agrees with the comment that a
diagnostic radiopharmaceutical with a
functional, physiological, or
biochemical assessment indication may
be established through either a
guantitative, semi-quantitative, or
qualitative measurement of a function or
process. However, the agency concludes
that it is not necessary to revise
8§ 315.5(a)(2) and 601.34(a)(2) as
requested because these provisions do
not require any specific type of
measurement.

13. One comment asked FDA to
confirm that claims involving structure
delineation or physiological assessment
would not require evaluation in a
defined clinical setting under proposed
§8315.5(a)(1) and (a)(2) and 601.34(a)(1)
and (a)(2), as would be required for
disease detection and patient
management claims under proposed
88315.5(a)(3) and (a)(4) and 601.34(a)(3)
and (a)(4). In particular, the comment
asked whether, if a sponsor could
demonstrate unequivocally a diagnostic
radiopharmaceutical’s ability to
guantitate nucleic acid synthesis (one of
the preamble’s examples of a

biochemical assessment indication),
FDA would require the sponsor to
demonstrate such effectiveness in a
clinically relevant setting or patient
population.

FDA believes that to demonstrate that
a diagnostic radiopharmaceutical has
the ability to provide useful clinical
information in accordance with
8§ 315.5(a) and 601.34(a), the drug must
be evaluated in a defined clinical
setting, regardless of its proposed
indication. Consequently, FDA has
revised §8315.5(a)(1) and (a)(2) and
601.34(a)(1) and (a)(2) to specify that
structure delineation and functional,
physiological, or biochemical
assessment claims, like disease
detection and patient management
claims, must be demonstrated in a
defined clinical setting. The medical
imaging draft guidance provides further
discussion and explanation of the
defined clinical setting. Claims
involving structure delineation or
physiological assessment must be
evaluated under a clinical protocol and
require a population from a clinically
relevant setting. Regarding the
hypothetical situation posed by the
comment, even if a sponsor were able to
demonstrate unequivocally that a
diagnostic radiopharmaceutical was
able to quantitate nucleic acid synthesis,
the sponsor would have to demonstrate
the usefulness of the imaging
information in a clinically relevant
setting. The clinical setting might be
broad, demonstrating the common value
of nucleic acid synthesis. Alternatively,
the clinical studies might involve
patients with a need for a particular
type of evaluation (e.g., radionuclide
ejection fraction) regardless of the
underlying disease.

14. Under proposed 88 315.5(b) and
601.34(b), the accuracy and usefulness
of diagnostic information provided by a
diagnostic radiopharmaceutical would
be determined by comparison with a
reliable assessment of actual clinical
status, which could be provided by a
diagnostic standard or standards of
demonstrated accuracy. One comment
maintained that these sections should
be deleted because the act does not
require either accuracy or usefulness.
The comment stated that practitioners
determine the accuracy and usefulness
of a diagnostic radiopharmaceutical and
that this information may be found in
peer-reviewed literature, in the United
States Pharmacopoeia Drug Information,
and at professional and continuing
medical education meetings. The
comment added that accuracy and
usefulness were never a part of the AEC
process.



26662

Federal Register/Vol.

64, No. 94/Monday, May 17, 1999/Rules and Regulations

FDA declines the request to delete
8§ 315.5(b) and 601.34(b). Although
section 505(d) of the act and section 351
of the PHS Act do not specifically
require that a new drug or biologic be
shown to be “‘accurate” and “‘useful,”
they do authorize FDA, as noted
previously, to refuse to approve an
application if there is a lack of
substantial evidence that the product
will have the effect it purports or is
represented to have under the proposed
conditions of use, based on an
evaluation of well controlled clinical
trials on the product. The statistical
assessment of such trials includes
accuracy; the clinical assessment
considers the usefulness of the
diagnostic information in the studied
clinical setting and the proposed
indication. FDA acknowledges that in
the practice of medicine physicians may
obtain information about a particular
diagnostic radiopharmaceutical from
numerous sources, including the
published literature, and they may make
diagnosis and treatment decisions on
the basis of such information. Such
literature typically becomes available
after a product is marketed. However, a
diagnostic radiopharmaceutical may not
be marketed unless the agency
determines, on the basis of data from
clinical trials and other information,
that the drug is safe and effective under
section 505 of the act or section 351 of
the PHS Act, and that determination
must include the accuracy and
usefulness of the product.

E. Evaluation of Safety

Proposed §8315.6(a) and 601.35(a)
listed the factors that FDA would
consider in assessing the safety of a
diagnostic radiopharmaceutical. These
factors include the following: The
radiation dose; the pharmacology and
toxicology of the radiopharmaceutical
(including any radionuclide, carrier, or
ligand); the risks of an incorrect
diagnostic determination; the drug’s
adverse reaction profile; and results of
human experience with the drug for
other uses.

15. One comment maintained that
there is no *“‘pharmacology and
toxicology of the radiopharmaceutical,
including any radionuclide, carrier, or
ligand,” as stated in proposed
8§ 315.6(a) and 601.35(a).

FDA disagrees with the comment. The
agency is aware of specific diagnostic
radiopharmaceuticals, ligands, and
carriers that have been shown to have a
pharmacological or toxicological effect
on the human body. For example,
biological antibodies used in
radiopharmaceuticals have
demonstrated pharmacological and

immunologic activity. In addition, as
the development of
radiopharmaceuticals increasingly
focuses on receptors and metabolic
processes, ligands (either synthesized
peptides or antibodies) could have
agonist or antagonist activity at
nanomolar levels.

16. One comment asked why the
safety of a diagnostic
radiopharmaceutical might relate to the
pharmacological action of its ligand
rather than an observed adverse event,
suggesting that a deleterious
pharmacological action would be
manifested as an adverse event.

The pharmacological action of a
diagnostic radiopharmaceutical’s ligand
directly affects the sponsor’s plan for
detecting adverse events associated with
the administration of a
radiopharmaceutical. Without
knowledge of the pharmacological
action, the sponsor’s selected time
intervals for monitoring (e.g., immediate
reactions, 7- to 10-day reactions, 3- to 6-
month reactions) may not allow for
observation, detection, and reporting of
adverse events that occur during other
time intervals. Also, some adverse
events are not reported by patients and
may not be suggested by animal studies;
they may be identified only by physical
examination (e.g., detection of
nystagmus by cranial nerve
examination). In addition, if the
pharmacological action of the ligand is
not known, the sponsor may not
determine and use the appropriate
modality (e.g., clinical evaluation,
laboratory assessment, radiographic
imaging) to monitor adverse events. For
example, in a radiopharmaceutical that
binds irreversibly to activated platelet
receptors, a pharmacology evaluation
would demonstrate an inhibition of
platelet aggregation. Subsequent clinical
studies should evaluate the bleeding
time and potential drug interaction with
treatments that prolong bleeding.
Therefore, it is appropriate to include
both the pharmacology and toxicology
of a diagnostic radiopharmaceutical
(including any radionuclide, carrier, or
ligand) as well as the drug’s adverse
reaction profile as separate factors to
consider in evaluating the safety of a
diagnostic radiopharmaceutical.

17. One comment stated that FDA
should delete the risks of an incorrect
diagnostic determination as a factor in
assessing the safety of a diagnostic
radiopharmaceutical. The comment
maintained that such risks depend on
physician competence, patient
cooperation, equipment quality, and
other factors that are not characteristics
of a diagnostic radiopharmaceutical,

and that such a provision does not
appear in the act.

FDA disagrees with the proposed
deletion. The risk of an incorrect
diagnostic determination is an
independent factor to be considered in
evaluating the safety of a diagnostic
radiopharmaceutical under section 505
of the act or section 351 of the PHS Act.
For example, a new diagnostic
radiopharmaceutical might produce
images and clinical information that
require additional physician knowledge
and competence for adequate
interpretation or that might suggest an
incorrect diagnosis even though
interpreted by a well trained physician.
Misinterpretation of the diagnostic
images in such circumstances might
pose a significant threat to the health of
patients.

18. One comment stated that a
diagnostic radiopharmaceutical’s
adverse reaction profile should not be
considered because it is generally
nonexistent, nonspecific, or trivial.

FDA disagrees with the comment. It is
possible for a diagnostic
radiopharmaceutical to have a specific
and significant adverse reaction profile.
Examples are the development of angina
after the injection of a synthetic
radiopharmaceutical to evaluate
myocardial perfusion and the immune
system response to the administration of
a radiolabeled small peptide or
antibody. The production of a human
antimurine antibody has been
demonstrated in response to both first
administration as well as multiple
administrations of a murine antibody.
The production of the immune response
to the administration of the murine
antibody has elicited life-threatening
anaphylactoid responses. Therefore, a
diagnostic radiopharmaceutical’s
adverse reaction profile is a relevant
factor to consider in assessing the drug’s
safety.

19. Two comments addressed the
proposed safety assessment factor
concerning “the results of human
experience with the
radiopharmaceutical for other uses.”
One comment found this factor to be
confusing and asked that FDA explain
the phrase and provide some examples.
Another comment agreed with the
proposed rule that, when an applicant is
seeking approval for a new indication
for a previously approved
radiopharmaceutical, the clinical data in
the approved application and
postmarketing experience with that
product should be considered in
assessing the safety of that
radiopharmaceutical for the proposed
new use. However, the comment
maintained that human safety data on a
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ligand or carrier used in a
radiopharmaceutical may be important
even though the radiopharmaceutical
has not been previously approved. The
comment stated that the radionuclide
component of a radiopharmaceutical
may have a long history of use in other
radiopharmaceuticals and that most
radiopharmaceutical issues (other than
radiation dosimetry issues) will arise
from the potential pharmacological or
toxicological properties of the
compound used in the carrier or ligand,
about which there may be relevant
safety information from use in marketed
products. Therefore, the comment
recommended that the following factor
be added to the end of §8315.6(a) and
601.35(a):

the results of previous human experience
with the ligand or carrier component (if any)
of the radiopharmaceutical where essentially
the same chemical entity as the ligand or
carrier has been used in a previously
approved product (e.g., as the ligand or
carrier in another diagnostic or therapeutic
radiopharmaceutical or as the active
ingredient in a nonradioactive product for
therapeutic use).

FDA believes that human experience
with a diagnostic radiopharmaceutical
for previously approved uses (or even
uses that have been studied but are
unapproved) could provide important
information about the safety of that
radiopharmaceutical for a proposed new
use. For example, the agency would
review the safety experience of
technetium-99m (Tc—99m)
pyrophosphate used in bone imaging if
a sponsor submitted an application for
approval of that drug for a new
indication, such as imaging of
myocardial infarction. FDA agrees with
the comment that the results of any
human experience with the carrier or
ligand of a diagnostic
radiopharmaceutical, as used in a
previously studied product (either as a
ligand or carrier in a
radiopharmaceutical or as an active
ingredient in a nonradioactive drug
product), should be considered in
assessing the safety of a diagnostic
radiopharmaceutical. Therefore, FDA
has revised 88 315.6(a) and 601.35(a)
accordingly. However, the agency
believes that this human experience
must involve the exact chemical entity
as the carrier or ligand of the diagnostic
radiopharmaceutical undergoing safety
assessment, rather than ‘““essentially the
same chemical entity” as the comment
recommended. (For purposes of part 315
and subpart D of part 601, the terms
““carrier” and “ligand”’ collectively refer
to the entire nonradionuclidic portion of
a diagnostic radiopharmaceutical.)

20. Proposed §§ 315.6(b) and
601.35(b) stated that the assessment of

a diagnostic radiopharmaceutical’s
adverse reaction profile includes, but is
not limited to, an evaluation of the
potential of the drug (including its
carrier or ligand) to elicit allergic or
hypersensitivity responses,
immunologic responses, changes in the
physiologic or biochemical function of
target and nontarget tissues, and
clinically detectable signs or symptoms.
One comment stated that although
allergic and immunologic responses
may be an issue with foreign proteins,
a determination of antibody production
in a small number of subjects would be
enough to determine whether such
responses are common.

FDA disagrees with the comment. The
agency believes that there should be
adequate clinical experience with a
diagnostic radiopharmaceutical to
identify uncommon as well as common
allergic and immunologic responses to
the radiopharmaceutical. Data on a
small number of subjects generally are
insufficient to identify an uncommon
but potentially life-threatening adverse
reaction.

21. One comment recommended
adding the words “Clinically
significant” before ““Changes in the
physiologic or biochemical function of
the target and nontarget tissues” in
proposed 88 315.6(b)(3) and 601.35(b)(3)
because such changes are relevant to
assessing a diagnostic
radiopharmaceutical’s adverse reaction
profile only when they are clinically
significant. As an example, the
comment stated that the process by
which a radiopharmaceutical binds to
an intended receptor on a cell surface
might be regarded as a change in the
biochemical function of the target tissue
even though the change has no potential
to adversely affect safety and has no
other clinical significance. The
comment contended that its suggested
revision would be consistent with a
statement in the agency’s medical
imaging draft guidance (i.e., that
localization of a medical imaging drug
in a target organ or tissue is not
considered to have a biological effect
unless it produces demonstrable
perturbation).

FDA declines to revise §8 315.6(b)(3)
and 601.35(b)(3) as recommended. The
agency believes that the potential of a
product to change the physiologic or
biochemical function of target and
nontarget tissues should be evaluated.
The clinical significance of any detected
functional change should be assessed. If
the functional change has little or no
clinical significance, it likely will not
affect the diagnostic
radiopharmaceutical’s adverse reaction
profile.

22. One comment stated that the
references to changes in the physiologic
or biochemical function of target and
nontarget tissues and to clinically
detectable signs and symptoms should
be deleted because such events do not
occur (or not to any significant extent)
with diagnostic radiopharmaceuticals.

FDA disagrees with the comment.
FDA's experience with evaluating the
safety of radiopharmaceuticals has
demonstrated that the physiologic and
biological function of target and
nontarget tissues may be affected by the
administration of a
radiopharmaceutical. For example, as
noted previously, the administration of
a radiolabeled antibody can produce a
strong immune system response.
Moreover, changes in target and
nontarget tissues can sometimes result
in clinically detectable signs and
symptoms, such as the anaphylactoid
response discussed previously.
Therefore, FDA may need information
on a radiopharmaceutical’s potential to
produce changes in the physiologic or
biochemical function of tissues as well
as clinically detectable signs and
symptoms to accurately assess the
drug’s adverse reaction profile.

23. Proposed §8§ 315.6(c)(1) and
601.35(c)(1) stated that, among other
information, FDA may require the
following types of data to establish the
safety of a diagnostic
radiopharmaceutical: Pharmacology
data, toxicology data, clinical adverse
event data, and a radiation safety
assessment. One comment maintained
that pharmacology, toxicology, and
clinical adverse event data are for the
most part not relevant due to the minute
mass of the radiopharmaceutical.

FDA disagrees with the comment.
Diagnostic radiopharmaceuticals differ
widely in mass, and the
pharmacological and toxicological
effects of a diagnostic
radiopharmaceutical are not necessarily
related to the mass of the drug product.
However, the mass of a diagnostic
radiopharmaceutical may be a relevant
factor in FDA'’s determination of the
type of pharmacology, toxicology,
clinical adverse event monitoring, and
radiation safety data needed to establish
the safety of a diagnostic
radiopharmaceutical.

24. Proposed 88 315.6(c)(2) and
601.35(c)(2) stated that the amount of
new safety data required for a diagnostic
radiopharmaceutical would depend on
the characteristics of the product and
available information on the safety of
the diagnostic radiopharmaceutical
obtained from other studies and uses.
Included among such information
would be the dose, route of
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administration, frequency of use, half-
life of the ligand or carrier, half-life of
the radionuclide, and results of
preclinical studies. FDA would
categorize diagnostic
radiopharmaceuticals based on defined
characteristics relevant to risk and
would specify the amount and type of
safety data appropriate for each
category. For example, required safety
data would be limited for a category of
radiopharmaceuticals with a well
established, low-risk profile.

One comment contended that these
provisions fail to address the possibility
of a reduction in required safety data for
previously unapproved
radiopharmaceuticals. The comment
stated that where preexisting data
demonstrate a history of safe use of a
carrier or ligand of a diagnostic
radiopharmaceutical, such information
should permit a reduction in the
amount of new safety data that the
sponsor must provide. Therefore, the
comment recommended that the phrase
**or its carrier or ligand component” be
added following ‘“‘radiopharmaceutical”
in §8315.6(c)(2) and 601.35(c)(2).

FDA agrees with the comment that
such prior data may permit a reduction
in the amount of new safety data that a
sponsor may need to provide and has
revised these sections accordingly.

25. One comment noted that ““results
of preclinical studies,” but not clinical
studies, is listed among the kinds of
information on the safety of a diagnostic
radiopharmaceutical that might be used
to determine the amount of new safety
data required in an application. The
comment argued that clinical
information may also be important to
consider in determining what new
safety data is needed. Such clinical
information could include data on a
diagnostic radiopharmaceutical
approved for a different indication, on
a carrier or ligand that has a history of
use as a carrier or ligand in an approved
radiopharmaceutical or as the active
ingredient in a therapeutic product, or
from Phase 1 studies on the drug that is
the subject of the pending application.
Although the comment recognized that
the list of information on the safety of
a diagnostic radiopharmaceutical in
proposed §8 315.6(c)(2) and 601.35(c)(2)
was not exclusive, the comment
believed that failure to explicitly
include the results of clinical studies
might dissuade sponsors from providing
FDA with useful clinical information
early in the clinical development
program for the drug.

FDA agrees with the comment and
has revised these sections accordingly.

26. One comment agreed with FDA'’s
proposal to define a category of low-risk

radiopharmaceuticals that would be
subject to reduced safety requirements.
The comment stated that FDA should
provide in a guidance document a
description of the low-risk category,
criteria for eligibility, and types of safety
data required for products in this
category. The comment contended that
the medical imaging draft guidance does
not specify the different safety
requirements for Group 1 and Group 2
medical imaging drugs beyond stating
that reduced safety monitoring is
appropriate for Phase 2 and 3 studies on
Group 1 drugs.

FDA agrees with the comment and
will consider revising the medical
imaging draft guidance to further
address the type of safety information
that may be appropriate for Group 1 and
Group 2 medical imaging drugs.

27. One comment asked that proposed
§8315.6(c)(2) and 601.35(c)(2) be
revised to clarify that, even for
radiopharmaceuticals that do not fall
within a low-risk category, FDA will
consider existing information and
determine on an ad hoc basis the
amount of new safety data that is
required for a particular diagnostic
radiopharmaceutical product.

FDA has revised 88 315.6(c)(2) and
601.35(c)(2) to clarify the agency’s
approach to determining the amount of
new safety data that will be required for
a particular diagnostic
radiopharmaceutical. As stated in
revised 88 315.6(c)(2) and 601.35(c)(2),
FDA will consider certain product
characteristics and available safety
information obtained from other studies
and uses in determining the amount of
new safety information that is needed
for each drug. The information that FDA
may review includes, but is not limited
to, the following: The dose, route of
administration, and frequency of use of
the diagnostic radiopharmaceutical; the
half-life of the ligand, carrier, and
radionuclide; and results of clinical
studies. In the medical imaging
guidance, FDA will establish categories
of diagnostic radiopharmaceuticals
based on defined characteristics
relevant to safety risk and will specify
the amount and type of safety data that
is appropriate for each category (e.g.,
required safety data may be limited for
diagnostic radiopharmaceuticals with a
well established, low-risk profile).
Based on its review of the previously
listed product characteristics and safety
information, FDA will place each
diagnostic radiopharmaceutical into the
appropriate safety risk category.

28. One comment stated that the
regulation should specify a procedure
by which a sponsor may provide FDA
with information on the basis of which

the agency can categorize a diagnostic
radiopharmaceutical according to new
safety data required. The comment
maintained that this would enable
manufacturers to make product
development decisions with the
assurance that a categorization process
will be available and applied
consistently. The comment
recommended that the categorization
procedure provide for the following: (1)
Sponsor submission of a request for
low-risk designation at a meeting prior
to the submission of an investigational
new drug application (IND) or any
subsequent time; (2) FDA designation of
the product as low risk if the sponsor
submits preclinical data, clinical data,
and/or other information demonstrating
that the radiopharmaceutical possesses
the characteristics of a low-risk category
drug; and (3) FDA action on a
designation request within 30 days of
submission.

FDA agrees that there should be a
standard procedure that the sponsor of
a diagnostic radiopharmaceutical may
follow to request that the agency assign
the radiopharmaceutical to a particular
safety risk category. FDA also agrees
that such procedure should specify,
among other things, when a request for
categorization may be made and the
information that should be submitted
with a request. However, FDA believes
that it is more practical to address this
matter in the medical imaging guidance
rather than in regulations.

29. One comment requested that
proposed §§ 315.6(c)(2) and 601.35(c)(2)
be revised to clarify that a diagnostic
radiopharmaceutical that has not been
previously approved may be eligible for
low-risk categorization. The comment
noted that this would allow low-risk
categorization of a previously
unapproved radiopharmaceutical when
(2) there is a history of safe use of the
radiopharmaceutical’s ligand or carrier
or (2) the sponsor submits sufficient
preclinical and toxicology data on the
radiopharmaceutical itself.

FDA agrees that, under 88 315.6(c)(2)
and 601.35(c)(2), a diagnostic
radiopharmaceutical that has not been
previously approved may be eligible for
placement in a low-risk category under
certain circumstances, such as those
suggested by the comment. However,
FDA finds it unnecessary to revise these
sections of the regulations to
specifically refer to diagnostic
radiopharmaceuticals that have not been
previously approved because the rule
does not address the approval status of
the radiopharmaceuticals. The agency
intends to revise the medical imaging
draft guidance to clarify that even a
diagnostic radiopharmaceutical that has
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not been previously approved may,
under certain circumstances, fall within
a low-risk category.

30. Proposed §8 315.6(d) and
601.35(d) stated that a radiation safety
assessment would establish the
radiation dose of a diagnostic
radiopharmaceutical by radiation
dosimetry evaluations in humans and
appropriate animal models. In making
such an evaluation, dosimetry to the
total body, to specific organs or tissues,
and, if appropriate, to target organs or
tissues must be considered, although the
maximum tolerated dose need not be
established.

One comment stated that a radiation
safety assessment should usually consist
of an estimate of radiation absorbed
dose in a few normal subjects and that
there is no need for subjects with renal
or hepatic insufficiency or other
diseases. The comment maintained that
precise dosimetry is usually
unnecessary, especially for Tc—99m
agents, because absorbed doses are
insignificant. The comment added that
even though some radionuclides may
give selected organ doses that are not
insignificant, such doses are low and
have not been associated with any
hazard.

FDA does not agree that it is
unnecessary to measure dosimetry and
to assess the radiation safety of a
diagnostic radiopharmaceutical. FDA
agrees that current knowledge suggests
that absorbed radiation doses from some
diagnostic radiopharmaceuticals are not
significant. However, as the comment
notes, the experience with dosimetry
and radiation safety demonstrates that
this is not true for all diagnostic
radiopharmaceuticals. Because the
agency does not know the future
significance of the absorbed radiation
dose of a particular diagnostic
radiopharmaceutical, current
standardized dosimetry measurements
are needed for all diagnostic
radiopharmaceuticals. These
standardized dosimetry measurements
ensure that the absorbed radiation dose
of a particular diagnostic
radiopharmaceutical is recorded in a
standardized procedure and that the
current known risk of radiation injury
from the radiopharmaceutical is as low
as possible.

31. There were three comments on
evaluation of radiation dosimetry. Two
comments objected to the use of
dosimetry to the total body because it
assumes uniform, homogenous
distribution of a radiopharmaceutical
throughout the body. The comments
contended that this is inaccurate
because diagnostic
radiopharmaceuticals must localize in

certain organs or tissues to be clinically
useful and because essentially all
diagnostic radiopharmaceuticals
undergo some type of elimination from
the body that leads to concentration in
the kidneys/urinary tract or liver/biliary
tract/gastrointestinal tract. The
comments maintained that because
diagnostic radiopharmaceuticals are
heterogeneously concentrated in various
organs and tissues having different
radiosensitivities, the radiation safety
assessment should consider radiation
absorbed doses for all organs and tissues
in conjunction with their relative
radiosensitivities using a so-called
“effective dose” calculation.

FDA acknowledges that a diagnostic
radiopharmaceutical is not distributed
uniformly throughout the body but
rather localizes in particular organs or
tissues. Although FDA agrees that
effective dose is a relevant measure of
dosimetry, the measurement of total
body dosimetry also may provide
relevant information in some settings.
FDA believes that each sponsor should
use dosimetry measurements that are
appropriate for a particular diagnostic
radiopharmaceutical in the defined
clinical setting, whether this requires
measurement of dosimetry to the total
body, to specific organs or tissues, and/
or to target organs or tissues. However,
FDA concludes that it is more
appropriate to address this matter in the
medical imaging guidance rather than
the regulations so that dosimetry
evaluations of diagnostic
radiopharmaceuticals may better reflect
developments in radiopharmaceutical
science. Consequently, the agency is
deleting the sentence in proposed
8§ 315.6(d) and 601.35(d) specifying
what must be considered in a radiation
dosimetry evaluation.

32. A third comment on evaluation of
radiation dosimetry noted that the
“Guideline for the Clinical Evaluation of
Radiopharmaceutical Drugs’ states that
organ and tissue dosimetries are
required only in preclinical studies; for
clinical studies, dosimetry calculations
should be made only on the primary
organ(s) of interest and should follow
the system specified by the Medical
Internal Radiation Dose Committee of
the Society of Nuclear Medicine. The
comment recommended that the final
rule include similar recommendations.
The comment also maintained that the
final rule must distinguish preclinical
from clinical expectations.

FDA believes that the appropriate
design of the preclinical and clinical
dosimetry studies for determining
radiation dosimetry must be based on
the characteristics of the
radiopharmaceutical, e.g.,

biodistribution, pharmacological
actions, and clearance pathways. FDA
intends to address in the medical
imaging guidance the preclinical and
clinical dosimetry measurements that
are considered currently appropriate for
different types of diagnostic
radiopharmaceuticals. Therefore, FDA
declines to include in the regulations
specific methods or models of dosimetry
or to distinguish between the preclinical
and clinical dosimetry requirements in
the regulations.

33. There were two comments on
maximum tolerated dose. One comment
found the statement that the maximum
tolerated dose need not be established to
be “curious’ because the maximum
tolerated radiation dose was established
decades ago. One comment asked that
FDA clarify whether the phrase refers to
the maximum tolerated dose associated
with adverse events and laboratory
abnormalities or to the maximum
tolerated dose based on radiation
dosimetry.

By stating in §8 315.6(d) and
601.35(d) that the maximum tolerated
dose need not be established, FDA is
simply clarifying that there is no need
to determine the maximum tolerated
dose of radiation as part of the radiation
dosimetry evaluation.

IV. Analysis of Economic Impacts

FDA has examined the impact of the
final rule under Executive Order 12866,
under the Regulatory Flexibility Act (5
U.S.C. 601-612), and under the
Unfunded Mandates Reform Act (Pub.
L. 104-4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). Under the
Regulatory Flexibility Act, unless an
agency certifies that a rule will not have
a significant economic impact on a
substantial number of small entities, the
agency must analyze significant
regulatory options that would minimize
any significant economic impact of a
rule on small entities. The Unfunded
Mandates Reform Act requires (in
section 202) that agencies prepare an
assessment of anticipated costs and
benefits before proposing any mandate
that results in an expenditure by State,
local, and tribal governments, in the
aggregate, or by the private sector, of
$100 million in any 1 year.

The agency has reviewed this final
rule and has determined that it is
consistent with the principles set forth
in the Executive Order and in these two
statutes. FDA finds that, while the rule



26666

Federal Register/Vol.

64, No. 94/Monday, May 17, 1999/Rules and Regulations

will not be an economically significant
rule, it is a significant regulatory action
as described in section 3 paragraph (f)(4)
of the Executive Order. Further, the
agency finds that, under the Regulatory
Flexibility Act, the rule will not have a
significant economic impact on a
substantial number of small entities.
Also, since the expenditures resulting
from the standards identified in the rule
are less than $100 million, FDA is not
required to perform a cost/benefit
analysis according to the Unfunded
Mandates Reform Act.

The final rule clarifies existing FDA
requirements for the approval and
evaluation of drug and biological
products already in place under the act
and the PHS Act. Existing regulations
(parts 314 and 601) specify the type of
information that manufacturers are
required to submit so that the agency
may properly evaluate the safety and
effectiveness of new drugs or biological
products. Such information is usually
submitted as part of an NDA, BLA, or
supplement to an approved application.
The information typically includes both
nonclinical and clinical data concerning
the product’s pharmacology, toxicology,
adverse events, radiation safety
assessments, chemistry, and
manufacturing and controls. The final
regulation recognizes the unique
characteristics of diagnostic
radiopharmaceuticals and sets out the
agency’s approach to the evaluation of
these products. For certain diagnostic
radiopharmaceuticals, the final
regulation may reduce the amount of
safety information that an applicant
must obtain by conducting new clinical
studies. This would include approved
radiopharmaceuticals with well
established, low-risk safety profiles
because such products might be able to
use scientifically sound data established
during use of the radiopharmaceutical
to support the approval of a new
indication for use. In addition, the
clarification achieved by the final rule is
expected to reduce the costs of
submitting an application for approval
of a diagnostic radiopharmaceutical by
improving communications between
applicants and the agency and by
reducing wasted effort directed toward
the submission of data that is not
necessary to meet the statutory approval
standard.

Manufacturers of diagnostic
radiopharmaceuticals are defined by the
Small Business Administration as small
businesses if such manufacturers
employ fewer than 500 employees. The
agency finds that only 2 of the 8
companies that currently manufacture
or market radiopharmaceuticals have

fewer than 500 employees.1 Moreover,
the final rule would not impose any
additional costs but, rather, might
reduce the clinical costs associated with
the existing regulations by clarifying
data submission requirements. One
comment stated that the regulatory costs
currently associated with developing
new radiopharmaceuticals have made it
difficult for more than two small entities
to stay in business. While the agency is
not aware of any safe and effective
radiopharmaceuticals that have been
prevented from entering the
marketplace, it believes that this rule
might reduce costs and therefore benefit
small entities. Therefore, in accordance
with the Regulatory Flexibility Act, FDA
certifies that this rule will not have a
significant economic impact on a
substantial number of small entities.

V. The Paperwork Reduction Act of
1995

This final rule contains information
collection provisions that are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (PRA) (44 U.S.C.
3501-3520). The title, description, and
the respondent description of the
information collection provisions are
shown below with an estimate of the
annual reporting burden. Included in
the estimate is the time for reviewing
the instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing each collection of
information.

Title: Regulations for In Vivo
Radiopharmaceuticals Used for
Diagnosis and Monitoring.

Description: FDA is finalizing
regulations for the evaluation and
approval of in vivo
radiopharmaceuticals used for diagnosis
and monitoring. The final rule clarifies
existing FDA requirements for approval
and evaluation of drug and biological
products already in place under the
authorities of the act and the PHS Act.
Those regulations, which appear
primarily in parts 314 and 601, specify
the information that manufacturers must
submit to FDA for the agency to
properly evaluate the safety and
effectiveness of new drugs or biological
products. The information, which is
usually submitted as part of an NDA or
BLA, or as a supplement to an approved
application, typically includes, but is
not limited to, nonclinical and clinical
data on the pharmacology, toxicology,
adverse events, radiation safety
assessments, and chemistry,

1 Medical & Healthcare Marketplace Guide, 13th
ed., Dorland’s Directories, 1997.

manufacturing, and controls. The
content and format of an application for
approval of a new drug are set out in
§314.50 and for a new biological
product in §601.2. Under part 315 and
88 601.30 through 601.35 of part 601,
information required under the act and
the PHS Act, and needed by FDA to
evaluate the safety and effectiveness of
in vivo radiopharmaceuticals, will still
need to be reported.

Description of Respondents:
Manufacturers of in vivo
radiopharmaceuticals used for diagnosis
and monitoring.

As required by section 3506 (c)(2)(B)
of the PRA, FDA provided an
opportunity for public comment on May
22,1998 (63 FR 28301), on the
information collection provisions of the
proposed rule. FDA received one
comment on the information collection
provisions. The comment stated that use
of the figure of seven approved
diagnostic radiopharmaceuticals in
fiscal year 1997 (FY 1997) resulted in a
very low estimate of the expected
number of future annual applications.
The comment suggested that 50
applications would be a more
appropriate figure.

Based on 5 years of experience, FDA
believes that the estimate of the number
of applications for approval of in vivo
diagnostic radiopharmaceuticals is a
reasonable one. In FY 1992 to 1997,
FDA approved 13 in vivo diagnostic
radiopharmaceuticals. In FY 1998, only
one such product was approved. The
agency does not expect an increase in
applications for approval of diagnostic
radiopharmaceuticals in the near future.
Although sponsors may submit higher
numbers of IND’s for diagnostic
radiopharmaceuticals each year, the
annual number of NDA'’s, abbreviated
new drug applications, and BLA'’s
approved is small. FDA therefore
declines to change its estimate.

In a notice of action on the proposed
rule dated July 17, 1998, OMB stated
that it had concerns about the utility
and burden of the information collected
to demonstrate the safety and
effectiveness of a new diagnostic
radiopharmaceutical or of a new
indication for use of an approved
diagnostic radiopharmaceutical. OMB
maintained that the burden and utility
of this information collection should be
assessed in light of public comments on
the proposed rule and that FDA should
specifically address such comments in
the preamble to the final rule.

Section 122 of the Modernization Act
directs FDA to develop regulations on
the approval of diagnostic
radiopharmaceuticals under section 505
of the act. As discussed previously, FDA
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received only one comment on the
information collection provisions of the
proposed rule. None of the
manufacturers of diagnostic
radiopharmaceuticals who submitted
comments on the proposed rule
guestioned the need for the submission
of information to demonstrate the safety
and effectiveness of a product to obtain
marketing approval. Rather, their
comments primarily sought clarification
or proposed minor modification of the
proposed regulations.

To estimate the potential number of
respondents that would submit
applications or supplements for
diagnostic radiopharmaceuticals, FDA
used the number of approvals granted in
FY 1997 to approximate the number of
future annual applications. In FY 1997,
FDA approved seven diagnostic
radiopharmaceuticals and received one
new indication supplement; of these,
three respondents received approval
through the Center for Drug Evaluation
and Research and five received approval

through the Center for Biologics
Evaluation and Research. The annual
frequency of responses was estimated to
be one response per application or
supplement. The hours per response
refers to the estimated number of hours
that an applicant would spend
preparing the information required by
the final regulations. Based on FDA’s
experience, the agency estimates the
time needed to prepare a complete
application for a diagnostic
radiopharmaceutical to be
approximately 10,000 hours, roughly
one-fifth of which, or 2,000 hours, is
estimated to be spent preparing the
portions of the application that are
affected by these final regulations. The
final rule would not impose any
additional reporting burden for safety
and effectiveness information on
diagnostic radiopharmaceuticals beyond
the estimated current burden of 2,000
hours because safety and effectiveness
information is already required by
§314.50 under OMB control number

0910-0001 and §601.2 under OMB
control number 0910-0124. In fact,
clarification in the final rule of FDA’s
standards for evaluation of diagnostic
radiopharmaceuticals is expected to
streamline overall information
collection burdens, particularly for
diagnostic radiopharmaceuticals that
may have well established, low-risk
safety profiles, by enabling
manufacturers to tailor information
submissions and avoid conducting
unnecessary clinical studies. The
following table indicates estimates of
the annual reporting burdens for the
preparation of the safety and
effectiveness sections of an application
that are imposed by existing regulations,
§8314.50 and 601.2. The burden totals
do not include an increase in burden
because no increase is anticipated. This
estimate does not include the actual
time needed to conduct studies and
trials or other research from which the
reported information is obtained.

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

Annual
: No. of Total Annual Hours per
21 CFR Section Frequency per Total Hours
Respondents Response Responses Response
315.4, 315.5, and 315.6 3 1 2,000 6,000
601.33, 601.34, and 601.35 5 1 2,000 10,000
Total 8 16,000

1There are no capital costs or operating and maintenance costs associated with this collection of information.

The information collection provisions
of the final rule have been submitted to
OMB for review. Prior to the effective
date of the final rule, FDA will publish
a notice in the Federal Register
announcing OMB’s decision to approve,
modify, or disapprove the information
collection provisions in the final rule.
An agency may not conduct or sponsor,
and a person is not required to respond
to, a collection of information unless it
displays a currently valid OMB control
number.

VI. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects
21 CFR Part 315

Biologics, Diagnostic
radiopharmaceuticals, Drugs.

21 CFR Part 601

Administrative practice and
procedure, Biologics, Confidential
business information.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Public
Health Service Act, the Food and Drug
Administration Modernization Act, and
under authority delegated to the
Commissioner of Food and Drugs, 21
CFR chapter | is amended to read as
follows:

1. Part 315 is added to read as follows:

PART 315—DIAGNOSTIC
RADIOPHARMACEUTICALS

Sec.

315.1 Scope.

315.2 Definition.

315.3 General factors relevant to safety and
effectiveness.

315.4 Indications.

315.5 Evaluation of effectiveness.

315.6 Evaluation of safety.

Authority: 21 U.S.C. 321, 331, 351, 352,

353, 355, 371, 374, 379¢; sec. 122, Pub. L.
105-115, 111 Stat. 2322 (21 U.S.C. 355 note).

§315.1 Scope.

The regulations in this part apply to
radiopharmaceuticals intended for in
vivo administration for diagnostic and
monitoring use. They do not apply to
radiopharmaceuticals intended for
therapeutic purposes. In situations
where a particular radiopharmaceutical
is proposed for both diagnostic and
therapeutic uses, the
radiopharmaceutical must be evaluated
taking into account each intended use.

§315.2 Definition.

For purposes of this part, diagnostic
radiopharmaceutical means:

(a) An article that is intended for use
in the diagnosis or monitoring of a
disease or a manifestation of a disease
in humans and that exhibits
spontaneous disintegration of unstable
nuclei with the emission of nuclear
particles or photons; or

(b) Any nonradioactive reagent kit or
nuclide generator that is intended to be
used in the preparation of such article
as defined in paragraph (a) of this
section.
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§315.3 General factors relevant to safety
and effectiveness.

FDA'’s determination of the safety and
effectiveness of a diagnostic
radiopharmaceutical includes
consideration of the following:

(a) The proposed use of the diagnostic
radiopharmaceutical in the practice of
medicine,

(b) The pharmacological and
toxicological activity of the diagnostic
radiopharmaceutical (including any
carrier or ligand component of the
diagnostic radiopharmaceutical), and

(c) The estimated absorbed radiation
dose of the diagnostic
radiopharmaceutical.

§315.4 Indications.

(a) For diagnostic
radiopharmaceuticals, the categories of
proposed indications for use include,
but are not limited to, the following:

(1) Structure delineation;

(2) Functional, physiological, or
biochemical assessment;

(3) Disease or pathology detection or
assessment; and

(4) Diagnostic or therapeutic patient
management.

(b) Where a diagnostic
radiopharmaceutical is not intended to
provide disease-specific information,
the proposed indications for use may
refer to a biochemical, physiological,
anatomical, or pathological process or to
more than one disease or condition.

§315.5 Evaluation of effectiveness.

(a) The effectiveness of a diagnostic
radiopharmaceutical is assessed by
evaluating its ability to provide useful
clinical information related to its
proposed indications for use. The
method of this evaluation varies
depending upon the proposed
indication(s) and may use one or more
of the following criteria:

(1) The claim of structure delineation
is established by demonstrating in a
defined clinical setting the ability to
locate anatomical structures and to
characterize their anatomy.

(2) The claim of functional,
physiological, or biochemical
assessment is established by
demonstrating in a defined clinical
setting reliable measurement of
function(s) or physiological,
biochemical, or molecular process(es).

(3) The claim of disease or pathology
detection or assessment is established
by demonstrating in a defined clinical
setting that the diagnostic
radiopharmaceutical has sufficient
accuracy in identifying or characterizing
the disease or pathology.

(4) The claim of diagnostic or
therapeutic patient management is

established by demonstrating in a
defined clinical setting that the test is
useful in diagnostic or therapeutic
patient management.

(5) For a claim that does not fall
within the indication categories
identified in § 315.4, the applicant or
sponsor should consult FDA on how to
establish the effectiveness of the
diagnostic radiopharmaceutical for the
claim.

(b) The accuracy and usefulness of the
diagnostic information is determined by
comparison with a reliable assessment
of actual clinical status. A reliable
assessment of actual clinical status may
be provided by a diagnostic standard or
standards of demonstrated accuracy. In
the absence of such diagnostic
standard(s), the actual clinical status
must be established in another manner,
e.g., patient followup.

§315.6 Evaluation of safety.

(a) Factors considered in the safety
assessment of a diagnostic
radiopharmaceutical include, among
others, the following:

(1) The radiation dose;

(2) The pharmacology and toxicology
of the radiopharmaceutical, including
any radionuclide, carrier, or ligand;

(3) The risks of an incorrect diagnostic
determination;

(4) The adverse reaction profile of the
drug;

(5) Results of human experience with
the radiopharmaceutical for other uses;
and

(6) Results of any previous human
experience with the carrier or ligand of
the radiopharmaceutical when the same
chemical entity as the carrier or ligand
has been used in a previously studied
product.

(b) The assessment of the adverse
reaction profile includes, but is not
limited to, an evaluation of the potential
of the diagnostic radiopharmaceutical,
including the carrier or ligand, to elicit
the following:

(1) Allergic or hypersensitivity
responses,

(2) Immunologic responses,

(3) Changes in the physiologic or
biochemical function of the target and
nontarget tissues, and

(4) Clinically detectable signs or
symptoms.

(c)(1) To establish the safety of a
diagnostic radiopharmaceutical, FDA
may require, among other information,
the following types of data:

(i) Pharmacology data,

(ii) Toxicology data,

(iii) Clinical adverse event data, and

(iv) Radiation safety assessment.

(2) The amount of new safety data
required will depend on the

characteristics of the product and
available information regarding the
safety of the diagnostic
radiopharmaceutical, and its carrier or
ligand, obtained from other studies and
uses. Such information may include, but
is not limited to, the dose, route of
administration, frequency of use, half-
life of the ligand or carrier, half-life of
the radionuclide, and results of clinical
and preclinical studies. FDA will
establish categories of diagnostic
radiopharmaceuticals based on defined
characteristics relevant to risk and will
specify the amount and type of safety
data that are appropriate for each
category (e.g., required safety data may
be limited for diagnostic
radiopharmaceuticals with a well
established, low-risk profile). Upon
reviewing the relevant product
characteristics and safety information,
FDA will place each diagnostic
radiopharmaceutical into the
appropriate safety risk category.

(d) Radiation safety assessment. The
radiation safety assessment must
establish the radiation dose of a
diagnostic radiopharmaceutical by
radiation dosimetry evaluations in
humans and appropriate animal models.
The maximum tolerated dose need not
be established.

PART 601—LICENSING

2. The authority citation for part 601
is revised to read as follows:

Authority: 15 U.S.C. 1451-1561; 21 U.S.C.
321, 351, 352, 353, 355, 360, 360c—360f,
360h-360j, 371, 374, 379, 381; 42 U.S.C.
216, 241, 262, 263; sec. 122, Pub. L. 105-115,
111 Stat. 2322 (21 U.S.C. 355 note).

§601.33

3. Section 601.33 is redesignated as
§601.28 and transferred from subpart D
to subpart C, and the redesignated
section heading is revised to read as
follows:

[Redesignated as §601.28]

§601.28 Foreign establishments and
products: samples for each importation.
* * * * *

4. Subpart D is revised to read as
follows:

Subpart D—Diagnostic
Radiopharmaceuticals

Sec.

601.30 Scope.

601.31 Definition.

601.32 General factors relevant to safety
and effectiveness.

601.33 Indications.

601.34 Evaluation of effectiveness.

601.35 Evaluation of safety.



Federal Register/Vol.

64, No. 94/Monday, May 17, 1999/Rules and Regulations

26669

Subpart D—Diagnostic
Radiopharmaceuticals

§601.30 Scope.

This subpart applies to
radiopharmaceuticals intended for in
vivo administration for diagnostic and
monitoring use. It does not apply to
radiopharmaceuticals intended for
therapeutic purposes. In situations
where a particular radiopharmaceutical
is proposed for both diagnostic and
therapeutic uses, the
radiopharmaceutical must be evaluated
taking into account each intended use.

§601.31 Definition.

For purposes of this part, diagnostic
radiopharmaceutical means:

(a) An article that is intended for use
in the diagnosis or monitoring of a
disease or a manifestation of a disease
in humans and that exhibits
spontaneous disintegration of unstable
nuclei with the emission of nuclear
particles or photons; or

(b) Any nonradioactive reagent kit or
nuclide generator that is intended to be
used in the preparation of such article
as defined in paragraph (a) of this
section.

§601.32 General factors relevant to safety
and effectiveness.

FDA'’s determination of the safety and
effectiveness of a diagnostic
radiopharmaceutical includes
consideration of the following:

(a) The proposed use of the diagnostic
radiopharmaceutical in the practice of
medicineg;

(b) The pharmacological and
toxicological activity of the diagnostic
radiopharmaceutical (including any
carrier or ligand component of the
diagnostic radiopharmaceutical); and

(c) The estimated absorbed radiation
dose of the diagnostic
radiopharmaceutical.

§601.33 Indications.

(a) For diagnostic
radiopharmaceuticals, the categories of
proposed indications for use include,
but are not limited to, the following:

(1) Structure delineation;

(2) Functional, physiological, or
biochemical assessment;

(3) Disease or pathology detection or
assessment; and

(4) Diagnostic or therapeutic patient
management.

(b) Where a diagnostic
radiopharmaceutical is not intended to
provide disease-specific information,
the proposed indications for use may
refer to a biochemical, physiological,
anatomical, or pathological process or to
more than one disease or condition.

§601.34 Evaluation of effectiveness.

(a) The effectiveness of a diagnostic
radiopharmaceutical is assessed by
evaluating its ability to provide useful
clinical information related to its
proposed indications for use. The
method of this evaluation varies
depending upon the proposed
indication(s) and may use one or more
of the following criteria:

(1) The claim of structure delineation
is established by demonstrating in a
defined clinical setting the ability to
locate anatomical structures and to
characterize their anatomy.

(2) The claim of functional,
physiological, or biochemical
assessment is established by
demonstrating in a defined clinical
setting reliable measurement of
function(s) or physiological,
biochemical, or molecular process(es).

(3) The claim of disease or pathology
detection or assessment is established
by demonstrating in a defined clinical
setting that the diagnostic
radiopharmaceutical has sufficient
accuracy in identifying or characterizing
the disease or pathology.

(4) The claim of diagnostic or
therapeutic patient management is
established by demonstrating in a
defined clinical setting that the test is
useful in diagnostic or therapeutic
patient management.

(5) For a claim that does not fall
within the indication categories
identified in § 601.33, the applicant or
sponsor should consult FDA on how to
establish the effectiveness of the
diagnostic radiopharmaceutical for the
claim.

(b) The accuracy and usefulness of the
diagnostic information is determined by
comparison with a reliable assessment
of actual clinical status. A reliable
assessment of actual clinical status may
be provided by a diagnostic standard or
standards of demonstrated accuracy. In
the absence of such diagnostic
standard(s), the actual clinical status
must be established in another manner,
e.g., patient followup.

§601.35 Evaluation of safety.

(a) Factors considered in the safety
assessment of a diagnostic
radiopharmaceutical include, among
others, the following:

(1) The radiation dose;

(2) The pharmacology and toxicology
of the radiopharmaceutical, including
any radionuclide, carrier, or ligand;

(3) The risks of an incorrect diagnostic
determination;

(4) The adverse reaction profile of the
drug;

(5) Results of human experience with
the radiopharmaceutical for other uses;
and

(6) Results of any previous human
experience with the carrier or ligand of
the radiopharmaceutical when the same
chemical entity as the carrier or ligand
has been used in a previously studied
product.

(b) The assessment of the adverse
reaction profile includes, but is not
limited to, an evaluation of the potential
of the diagnostic radiopharmaceutical,
including the carrier or ligand, to elicit
the following:

(1) Allergic or hypersensitivity
responses,

(2) Immunologic responses,

(3) Changes in the physiologic or
biochemical function of the target and
nontarget tissues, and

(4) Clinically detectable signs or
symptoms.

(c)(1) To establish the safety of a
diagnostic radiopharmaceutical, FDA
may require, among other information,
the following types of data:

(A) Pharmacology data,

(B) Toxicology data,

(C) Clinical adverse event data, and
(D) Radiation safety assessment.

(2) The amount of new safety data
required will depend on the
characteristics of the product and
available information regarding the
safety of the diagnostic
radiopharmaceutical, and its carrier or
ligand, obtained from other studies and
uses. Such information may include, but
is not limited to, the dose, route of
administration, frequency of use, half-
life of the ligand or carrier, half-life of
the radionuclide, and results of clinical
and preclinical studies. FDA will
establish categories of diagnostic
radiopharmaceuticals based on defined
characteristics relevant to risk and will
specify the amount and type of safety
data that are appropriate for each
category (e.g., required safety data may
be limited for diagnostic
radiopharmaceuticals with a well
established, low-risk profile). Upon
reviewing the relevant product
characteristics and safety information,
FDA will place each diagnostic
radiopharmaceutical into the
appropriate safety risk category.

(d) Radiation safety assessment. The
radiation safety assessment must
establish the radiation dose of a
diagnostic radiopharmaceutical by
radiation dosimetry evaluations in
humans and appropriate animal models.
The maximum tolerated dose need not
be established.
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Dated: April 16, 1999.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 99-12320 Filed 5-14-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 522

Implantation or Injectable Dosage
Form New Animal Drugs;
Oxytetracycline Injection

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental abbreviated
new animal drug application (ANADA)
filed by Boehringer Ingelheim
Vetmedica, Inc. The supplemental
ANADA provides for establishment of a
28-day withdrawal period for
subcutaneous use of oxytetracycline
injection in cattle and for intramuscular
use in swine.

EFFECTIVE DATE: May 17, 1999.

FOR FURTHER INFORMATION CONTACT:
William T. Flynn, Center for Veterinary
Medicine (HFV-133), Food and Drug
Administration, 7500 Standish PlI.,
Rockville, MD 20855, 301-827-7570.

SUPPLEMENTARY INFORMATION:
Boehringer Ingelheim Vetmedica, Inc.,
2621 North Belt Highway, St. Joseph,
MO 64506, filed supplemental ANADA
200-008 that provides for establishment
of a 28-day withdrawal period for
subcutaneous use in cattle and
intramuscular use in swine of Oxytet™
200 and Bio-Mycin 200
(oxytetracycline injection). The 28-day
withdrawal period for the intravenous
and intramuscular use of
oxytetracycline injection in cattle,
assigned as part of the original approval,
remains unchanged. The drug is for
intramuscular, subcutaneous, or
intravenous treatment of beef cattle and
nonlactating dairy cattle as follows: (1)
Bacterial pneumonia and shipping fever
complex associated with Pasteurella
spp. and Haemophilus spp.; (2)
infectious bovine keratoconjunctivitis
(pinkeye) caused by Moraxella bovis; (3)
foot rot and diptheria caused by
Fusobacterium necrophorum; (4)
bacterial enteritis (scours) caused by
Escherichia coli; (5) wooden tongue
caused by Actinobacillus lignieresii; (6)

leptospirosis caused by Leptospira
pomona; and (7) wound infections and
acute metritis caused by strains of
streptococcal and staphylococcal
organisms. The drug is for
intramuscular use in swine for
treatment of bacterial enteritis (scours,
colibacillosis) caused by E. coli,
pneumonia caused by P. multocida, and
leptospirosis caused by L. pomona, and
in sows as an aid in the control of
infectious enteritis (baby pig scours,
colibacillosis) in suckling pigs caused
by E. coli. The ANADA is approved as
of March 16, 1999, and the regulations
are amended by revising
§522.1660(d)(2)(iii) (21 CFR
522.1660(d)(2)(iii)) to reflect the
approval. Because the current regulation
failed to reflect the previously
established 36-day withdrawal period
for subcutaneous use of oxytetracycline
injection in cattle, no revision to
§522.1660(d)(1)(iii) is required for this
supplemental approval that establishes
a 28-day withdrawal period for
subcutaneous use of oxytetracycline
injection in cattle. The basis of approval
is discussed in the freedom of
information summary.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

The agency has determined under 21
CFR 25.33(a)(1) that this action is of a
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects in 21 CFR Part 522

Animal drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 522 is amended as follows:

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

1. The authority citation for 21 CFR
part 522 continues to read as follows:

Authority: 21 U.S.C. 360b.

2. Section 522.1660 is amended by
revising paragraph (d)(2)(iii) to read as
follows:

§522.1660 Oxytetracycline injection.

* * * * *

d * X *

52; * X *

(iii) Limitations. Administer
intramuscularly. Do not inject more
than 5 milliliters per site in adult swine.
Discontinue treatment at least 28 days
prior to slaughter when provided by
000010, 000069, 011722, 053389,
059130, and 061623.

Dated: May 3, 1999.
Margaret Ann Miller,

Acting Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.

[FR Doc. 99-12284 Filed 5-14-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Parts 522 and 556

Implantation or Injectable Dosage
Form New Animal Drugs; Ivermectin;
Ivermectin and Clorsulon

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of two supplemental new
animal drug applications (NADA's) filed
by Merial Ltd. One supplement provides
for use of ivermectin injection, and the
other provides for the use of ivermectin
and clorsulon injection, for 28-day
persistent control of lungworms in
cattle. In addition, a tolerance for
ivermectin residues in cattle muscle is
established.

EFFECTIVE DATE: May 17, 1999.

FOR FURTHER INFORMATION CONTACT:
Janis R. Messenheimer, Center for
Veterinary Medicine (HFV-135), Food
and Drug Administration, 7500 Standish
PI., Rockville, MD 20855, 301-827—
7578.

SUPPLEMENTARY INFORMATION: Merial
Ltd., 2100 Ronson Rd., Iselin, NJ 08830—
3077, is sponsor of NADA 128-409 that
provides for use of IvomecO Injection (1
percent ivermectin) and NADA 140-833
that provides for use of IvomecO Plus
Injection (1 percent ivermectin and 10
percent clorsulon) in cattle. The
NADA'’s provide for use of the drugs for
the treatment and control of
gastrointestinal roundworm, lungworm,
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grub, lice, and mange mite infections, to
control infection and to protect from
reinfection with Dictyocaulus viviparus
and Ostertagia ostertagi for 21 days after
treatment, and Haemonchus placei,
Trichostrongylus axei, Cooperia
punctata, C. oncophora, and
Oesophagostomum radiatum for 14
days after treatment. Also, NADA 140-
833 provides for treatment and control
of liver flukes. Merial Ltd. filed
supplements to both NADA's that
amend their use to provide for control
of infection and protection from
reinfection of Dictyocaulus viviparus for
28 days after treatment. The
supplements are approved as of April 1,
1999, and the regulations are amended
in 21 CFR 522.1192(d)(2)(ii) and
522.1193(d)(2) to reflect the approval.
The basis of approval is discussed in the
freedom of information summary.

In addition, FDA has revised the
tolerances for residues of ivermectin to
establish an acceptable daily intake and
a swine muscle tolerance (63 FR 54352,
October 9, 1998). At this time, FDA
further amends the ivermectin residue
tolerances in 21 CFR 556.344 to
establish a cattle muscle tolerance.

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of these applications may be
seen in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

Under section 512(c)(2)(F)(iii) of the
Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360b(c)(2)(F)(iii)), these
supplemental approvals for food-
producing animals qualify for 3 years of
marketing exclusivity beginning April 1,
1999, because the supplements contain
substantial evidence of effectiveness of
the drug involved, any studies of animal
safety or, in the case of food-producing
animals, human food safety studies
(other than bioequivalence or residue
studies) required for approval of the
supplements and conducted or
sponsored by the applicant. Exclusivity
applies only to the additional indication
for persistent effectiveness.

FDA has determined under 21 CFR
25.33(a)(1) that these actions are of a
type that do not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects

21 CFR Part 522
Animal drugs.

21 CFR Part 556

Animal drugs, Foods.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR parts 522 and 556 are amended as
follows:

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

1. The authority citation for 21 CFR
part 522 continues to read as follows:

Authority: 21 U.S.C. 360b.

§522.1192 [Amended]

2. Section 522.1192 Ivermectin
injection is amended in paragraph
(d)(2)(ii) in the last sentence by
removing “‘D. viparus and”’ and adding
in its place “D. viviparus for 28 days
after treatment,”.

3. Section 522.1193 is amended in
paragraph (d)(2) by revising the last
sentence to read as follows:

§522.1193 Ivermectin and clorsulon
injection.
* * * * *

d***

(2) * * *Itis also used to control
infections of D. viviparus for 28 days
afer treatment, O. ostertagi for 21 days
after treatment, and H. placei, T. axei,
C. punctata, C. oncophora, and O.

radiatum for 14 days after treatment.
* * * * *

PART 556—TOLERANCES FOR
RESIDUES OF NEW ANIMAL DRUGS
IN FOOD

4. The authority citation for 21 CFR
part 556 continues to read as follows:
Authority: 21 U.S.C. 342, 360b, 371.

5. Section 556.344 is amended by
adding paragraph (b)(2)(ii) to read as
follows:

8556.344 Ivermectin.
* * * * *
(b * X *

2 * X *
(ii) Cattle. 10 parts per billion.
Dated: May 3, 1999.
Margaret Ann Miller,

Acting Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.

[FR Doc. 99-12286 Filed 5-14-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Parts 556 and 558

New Animal Drugs For Use In Animal
Feeds; Sulfadimethoxine with
Ormetoprim

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed by Roche
Vitamins, Inc. The supplemental NADA
provides for use of sulfadimethoxine/
ormetoprim type A medicated articles to
make type C medicated chukar partridge
feeds used for the prevention of
coccidiosis. Also, FDA is amending the
regulations to reflect tolerances for
residues of sulfadimethoxine and for
ormetoprim in edible chukar partridge
tissues.

EFFECTIVE DATE: May 17, 1999.

FOR FURTHER INFORMATION CONTACT:
Naba K. Das, Center for Veterinary
Medicine (HFV-133), Food and Drug
Administration, 7500 Standish PlI.,
Rockville, MD 20855, 301-827-7569.
SUPPLEMENTARY INFORMATION: Roche
Vitamins, Inc., 45 Waterview Blvd.,
Parsippany, NJ 07054-1298, filed
supplemental NADA 40-209 that
provides for use of Rofenaid 40 (113.5
grams per pound (g/Ib) (25 percent)
sulfadimethoxine with 68.1 g/Ib (15
percent) ormetoprim) type A medicated
articles to make type C chukar partridge
feeds containing 113.5 grams per ton (g/
t) sulfadimethoxine and 68.1 g/t
ormetoprim. The type C chukar
partridge feeds are fed continuously to
young birds up to 8 weeks of age for the
prevention of coccidiosis caused by
Eimeria kofoidi and E. legionensis. The
supplemental NADA is approved as of
April 1, 1999. The regulations are
amended in 21 CFR 558.575 to
redesignate paragraph (c) as paragraph
(d), to reserve paragraph (c), to amend
paragraph (a) to reflect the redesignation
and to reflect the approval, and to add
paragraph (d)(7) to further reflect the
approval. The basis of approval is
discussed in the freedom of information
summary.

Also, tolerances are established for
sulfadimethoxine and for ormetoprim
residues in edible chukar partridge
tissues. The regulations are amended in
21 CFR 556.490 and 556.640,
accordingly.
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Approval of this supplement is based
on data and information in Public
Master File (PMF) 5157. The notice of
availability of a summary of the data
and information in PMF 5157 and of
permission to use it to support approval
of a NADA or supplemental NADA was
published in the Federal Register of
July 19, 1996 (61 FR 37753).

In accordance with the freedom of
information provisions of 21 CFR part
20 and 514.11(e)(2)(ii), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, between 9
a.m. and 4 p.m., Monday through
Friday.

FDA has determined under 21 CFR
25.33(d)(4) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects

21 CFR Part 556
Animal drugs, Foods.

21 CFR Part 558

Animal drugs, Animal feeds.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under the
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR parts 556 and 558 are amended as
follows:

PART 556—TOLERANCES FOR
RESIDUES OF NEW ANIMAL DRUGS
IN FOOD

1. The authority citation for 21 CFR
part 556 continues to read as follows:

Authority: 21 U.S.C. 342, 360b, 371.

2. Section 556.490 is revised to read
as follows:

§556.490 Ormetoprim.

(a) [Reserved]

(b) Tolerances. A tolerance of 0.1 part
per million (ppm) is established for
negligible residues of ormetoprim in
uncooked edible tissues of chickens,
turkeys, ducks, salmonids, catfish, and
chukar partridges.

3. Section 556.640 is revised to read
as follows:

§556.640 Sulfadimethoxine.
(a) [Reserved]

(b) Tolerances. (1) A tolerance of 0.1
part per million (ppm) is established for
negligible residues of sulfadimethoxine
in uncooked edible tissues of chickens,
turkeys, cattle, ducks, salmonids,
catfish, and chukar partridges.

(2) A tolerance of 0.01 ppm is
established for negligible residues of
sulfadimethoxine in milk.

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

4. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.

5. Section 558.575 is amended by
revising paragraph (a), redesignating
paragraph (c) as paragraph (d), reserving
paragraph (c), and adding paragraph
(d)(7) to read as follows:

§558.575 Sulfadimethoxine, ormetoprim.

(a) Approvals. Type A medicated
articles to sponsors as identified in
§510.600(c) of this chapter for uses as
in paragraph (d) of this section as
follows:

(1) 25 percent sufadimethoxine and
15 percent ormetoprim to 000004 for
use for poultry as in paragraphs (d)(1),
(d)(2), (d)(3), (d)(4), and (d)(7) of this
section.

(2) 25 percent sulfadimethoxine and 5
percent ormetoprim to 000004 for use
for fish as in paragraphs (d)(5) and (d)(6)
of this section.

* * * * *

(c) [Reserved]

(d) * X *

(7) Chukar partridges—(i) Amount per
ton. Sulfadimethoxine 113.5 grams
(0.0125 percent) plus ormetoprim 68.1
grams (0.0075 percent).

(ii) Indications for use. For prevention
of coccidiosis caused by Eimeria kofoidi
and E. legionensis.

(iii) Limitations. Feed continuously to
young birds up to 8 weeks of age as sole
ration.

Dated: April 30, 1999.

Stephen F. Sundlof,

Director, Center for Veterinary Medicine.
[FR Doc. 99-12285 Filed 5-14-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 151

[USCG 1998-3423]

RIN 2115-AF55

Implementation of the National
Invasive Species Act of 1996 (NISA)

AGENCY: Coast Guard, DOT.

ACTION: Interim rule with request for
comments.

SUMMARY: To comply with the National
Invasive Species Act of 1996 (NISA), the
Coast Guard establishes both regulations
and voluntary guidelines to control the
invasion of aquatic nuisance species
(ANS). Ballast water from ships is one
of the largest pathways for the
intercontinental introduction and
spread of ANS. This rule amends
existing regulations for the Great Lakes
ecosystem, establishes voluntary ballast
water management guidelines for all
other waters of the United States, and
establishes mandatory reporting for
nearly all vessels entering waters of the
United States.

DATES: This interim rule is effective July
1, 1999. Comments and related material
must reach the Docket Management
Facility on or before July 16, 1999.
Comments sent to the Office of
Management and Budget (OMB) on
collection of information must reach
OMB on or before July 16, 1999.

ADDRESSES: You may submit your
comments and material by mail, hand
delivery, fax, or electronic means to the
Docket Management Facility at the
address under ADDRESSES; but please
submit your comments and material by
only one of the following methods to
help us avoid confusion in the public
docket:

(1) By mail to the Docket Management
Facility (USCG-1998-3423), U.S.
Department of Transportation, room PL—
401, 400 Seventh Street SW.,
Washington, DC 20590-0001.

(2) By hand delivery to room PL-401
on the Plaza level of the Nassif Building,
400 Seventh Street SW., Washington,
DC, between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The telephone number is 202—-366—
9329.

(3) By fax to Docket Management
Facility at 202-493-2251.

(4) Electronically through the Web
Site for the Docket Management System
at http://dms.dot.gov.

You may also mail comments on
collection of information to the Office of
Information and Regulatory Affairs,



Federal Register/Vol.

64, No. 94/Monday, May 17, 1999/Rules and Regulations

26673

Office of Management and Budget, 725
17th Street NW., Washington, DC 20503,
ATTN: Desk Officer, U.S. Coast Guard.

The Docket Management Facility
maintains the public docket for this
rulemaking. Comments and material
received from the public, as well as
documents indicated in this preamble as
being available in the docket, will
become part of this docket and will be
available for inspection or copying at
room PL—401 on the Plaza level of the
Nassif Building at the same address
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
You may also find this docket on the
Internet at http://dms.dot.gov.

You can get the International
Maritime Organization (IMO)
publications and documents referred to
in this preamble from the International
Maritime Organization, Publications
Section, 4 Albert Embankment, London
SE1 7SR, England.

FOR FURTHER INFORMATION CONTACT: For
questions on this rule, contact
Lieutenant Mary Pat McKeown, Project
Manager, U.S. Coast Guard
Headquarters, Office of Operating and
Environmental Standards (G—MSO),
telephone 202-267-0500. For questions
on viewing, or submitting material to,
the docket, contact Dorothy Walker,
Chief, Dockets, Department of
Transportation, telephone 202-366—
9329.

SUPPLEMENTARY INFORMATION:
Request for Comments

The Coast Guard encourages you to
participate in this rulemaking by
submitting comments and related
material. If you do so, please include
your name and address, identify the
docket number for this rulemaking
(USCG-1998-3423), indicate the
specific section of this document to
which each comment applies, and give
the reason for each comment. If you
submit comments by mail or hand
delivery, submit them in an unbound
format, no larger than 8%z by 11 inches,
suitable for copying and electronic
filing. If you submit them by mail and
would like to know they reached the
Facility, please enclose a stamped, self-
addressed postcard or envelope. We will
consider all comments and material
received during the comment period.
We may change this interim rule in
view of the comments.

Public Meeting

We do not now plan to hold a public
meeting. But you may request one by
submitting a request to the Docket
Management Facility at the address
under ADDRESSES explaining why one

would be beneficial. If we determine
that one would aid this rulemaking, we
will hold one at a time and place
announced by a later notice in the
Federal Register.

Regulatory History

On April 8, 1993, the Coast Guard
published a final rule titled ““‘Ballast
Water Management for Vessels Entering
the Great Lakes” in the Federal Register
(58 FR 18330). The rule established
mandatory procedures for the Great
Lakes in 33 CFR part 151, subpart C.

On December 30, 1994, we published
a final rule titled “‘Ballast Water
Management for Vessels Entering the
Hudson River” in the Federal Register
(59 FR 67632). The rule amended the
regulations in 33 CFR part 151 to
include requirements for portions of the
Hudson River, which connects to the
Great Lakes.

On April 10, 1998, we published a
notice of proposed rulemaking (NPRM)
titled “Implementation of the National
Invasive Species Act of 1996 (NISA)” in
the Federal Register (63 FR 17782). The
Coast Guard received 53 letters
commenting on the NPRM. Several
letters requested more time to comment.

On June 16, 1998, we published a
notice (63 FR 32780) to reopen the
comment period until August 8, 1998.
OnJune 16, 1998, we also published a
correction notice in the Federal Register
(63 FR 32780), making minor editorial
corrections to the NPRM. No public
meeting was requested, and none was
held.

Background and Purpose

Aquatic nuisance species invasions
through ballast water are now
recognized as a serious problem
threatening global biological diversity
and human health.

On November 29, 1990, Congress
enacted the Nonindigenous Aquatic
Nuisance Prevention and Control Act of
1990 (NANPCA) (Pub. L. 101-646).
Congress enacted NANPCA to prevent
and control infestations of zebra
mussels and other nonindigenous
aquatic nuisance species in coastal and
inland waters of the United States.

On October 26, 1996, Congress
enacted the National Invasive Species
Act of 1996 (NISA) (Pub. L. 104-332)
which amended and reauthorized
NANPCA (the Act). Congress enacted
the Act to provide for ballast water
management to prevent the introduction
and spread of nonindigenous species
into the waters of the United States.

On November 27, 1997, the IMO
Marine Environmental Protection
Committee (MEPC) adopted Resolution
A.868(20), ““Guidelines for the Control

and Management of Ships’ Ballast Water
to Minimize the Transfer of Harmful
Aquatic Organisms and Pathogens.” The
IMO recommends that all maritime
nations of the world adopt and use these
voluntary guidelines.

The regulations and guidelines in this
rule will help control the spread of
invasive species. This rule will
implement the Act by—

* Requiring operators of vessels
entering waters of the United States
from beyond the EEZ to submit a ballast
water management report;

¢ Providing voluntary ballast water
management guidelines for operators of
vessels entering waters of the United
States from beyond the Exclusive
Economic Zone (EEZ); and

¢ Promoting ballast water
management for operators of all vessels
in waters of the United States.

Discussion of Comments and Changes

The Coast Guard received 53
comment letters, containing 361 specific
comments on the NPRM. The
paragraphs in this section discuss the
comments we received and the Coast
Guard'’s responses, and explain any
changes we made to the proposed
regulations. General comments on the
rulemaking are discussed first, followed
by comments on specific sections of the
regulation. Other changes to the
proposed rule, not based on comments,
are discussed last.

General Comments

Several comments asked the Coast
Guard to extend the comment period to
allow adequate time to comment on the
proposed requirements in the NPRM.
We determined that allowing the public
more time to comment would help us
develop a better rule. Therefore, we
extended the comment period until
August 8, 1998.

Numerous comments asked for more
stringent regulations and more
restrictive ballast water management
control methods. Other comments asked
for less strict regulations and more
lenient requirements for ballast water
management control methods.

The Coast Guard has determined that
the regulations adopted in this rule
accurately reflect the requirements of
the Act and represent the most practical
and effective ballast water management
method available at this time. We will
continue to support and encourage the
development of more efficient and
effective methods of protecting waters of
the United States from non-indigenous
aquatic nuisance species.

Three comments wanted to make sure
that the regulations in the proposed rule
will be the national requirements. The
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comments didn’t want States or other
levels of government to issue other
regulations that exceed or make
significant changes to these regulations.

It has long been the Coast Guard’s
position that consistent standards of
universal application, coupled with
Federal initiatives to address unique
regional concerns, are the best means of
meeting local and national
environmental goals with the least
disruption to international maritime
commerce. To avoid potential conflicts
and duplication, we request that any
political subdivision of the United
States contemplating any laws,
regulations, or requirements regarding
the discharge of ballast water, consider
this regulation prior to taking action.

The Coast Guard will try to maintain
nationwide consistency in methods for
control of invasive species and is
committed to ensuring national
consistency for any regulations touching
on the design, construction, equipment,
manning and operation of vessels that
were established as international rules
and regulations adopted by the
International Maritime Organization and
ratified by the United States.

However, this regulation isn’t
intended to preempt any State, regional,
or local efforts that exceed but do not
conflict with the standards set forth in
this rule. Section 1205 of the Act states
that—

Nothing in this title shall affect the
authority of any State or political subdivision
thereof to adopt or enforce control measures
for aquatic nuisance species, or diminish or
affect the jurisdiction of any State over
species of fish and wildlife.

Five comments addressed statements
in the Background and Purpose section
of the NPRM. One comment noted that
cholera was detected in ballast water;
however, there wasn’t conclusive
evidence that linked the strain of
cholera detected to the contaminated
shellfish in Mobile Bay. Another
comment agreed with the statement that
more than 40 species have appeared in
the Great Lakes since 1960. However,
the comment noted that “‘very few
(species) if any, have been introduced
since the Canadian voluntary ballast
water exchange guidelines of 1989 and
the USCG exchange requirements of
1993.” Another comment noted that in
the Description of the Problem section
of the NPRM, the reference to Purple
Loosestrife implies that the species
entered the United States only through
ballast water. The comment noted that
the species may have entered the United
States through solid ballast, but the
floral industry is primarily responsible
for bringing the Purple Loosestrife into

the United States. Therefore, the
comment suggested that we use other
suitable examples such as the round
nosed goby or the spiny waterflea.

Fifty-six comments discussed the
organization and clarity of the
regulations. Four comments expressed
support for the proposed rule and
suggested minor modifications. One
comment supported the proposed rule
as written. Ten comments stated that the
regulations were confusing as written.
One comment requested a “‘plain
English guide for mariners.” The Coast
Guard has revised this rule to better
organize and clarify the information.
Specific changes are discussed within
each section.

We received eight comments on the
IMO ““‘Guidelines for the Control and
Management of Ships’ Ballast Water to
Minimize the Transfer of Harmful
Aquatic Organisms and Pathogens”
(IMO Resolution A.868(20), adopted
November 1997). Two comments
wanted the Coast Guard to continue to
issue regulations that are consistent
with IMO guidelines.

The Coast Guard will be consistent
with any international agreement,
agreed to by the United States,
governing management of the transfer of
nonindigenous aquatic species by
vessel.

Five comments discussed the ballast
water management plan. Four of the
comments supported a request that a
ballast water management plan be
carried and maintained aboard the
vessel. The other comment opposed the
request to carry and maintain a ballast
water management plan.

In § 151.2035(a)(7), we request that
owners and operators develop ballast
water management plans specific to
their vessels. The Coast Guard is
working with IMO to identify what
information needs to be contained in the
ballast water management plan. When
that information is determined, we will
publish it in the Federal Register.

Fifteen comments related to what
would trigger the implementation of
mandatory national ballast water
management regulations.

The Act requires the Coast Guard to
publish national voluntary guidelines
for the control of aquatic nuisance
species. The Act lists the specific
criteria that will cause or allow these
guidelines to become mandatory. These
are detailed in the following paragraphs.

Two comments asked what would
happen if a vessel fails to comply with
the mandatory reporting requirements.
The Act directs the Coast Guard to
assess the rate of compliance with the
guidelines, using the ballast water
management reports we receive from the

owners and operators who submit the
reports in accordance with the Act. If
we can’t assess the rate of compliance
with these guidelines because we don’t
have adequate reports (i.e., numbers of
reports or accurate reports), then we are
required to issue regulations making the
voluntary guidelines mandatory.

If we find that the voluntary
guidelines are not adequate or effective,
at reducing introduction and spread of
nonindigenous aquatic species into
waters of the United States, the Coast
Guard must establish mandatory
requirements.

Thirteen comments asked us to clarify
what criteria we will use to determine
the adequacy and effectiveness of the
voluntary guidelines.

The authority and responsibility for
developing these criteria was given to
the Aquatic Nuisance Species Task
Force (ANSTF) by the Act. The ANSTF
has formed the Ad Hoc Voluntary
Ballast Water Guidelines Effectiveness
Criteria Committee to develop these
criteria. The committee’s meetings will
be open to the public. The U.S. Fish and
Wildlife Service will announce the
dates and times for the meetings in the
Federal Register. In addition, the Coast
Guard worked with the Smithsonian
Environmental Research Center and
came up with suggestions for
monitoring the rate of compliance with
the guidelines. The suggestions are
listed in the ““National Ballast (Water)
Information Clearinghouse: Function,
Design, and Implementation’ Progress
Report I, which has been submitted by
the Department of Transportation to
Congress and the ANSTF.

One comment asked us to consider
conducting a risk assessment of the Gulf
Coast. The Coast Guard encourages
studies which would detail what
species are present and what species
may threaten specific water bodies. We
recommend that you submit your
proposals to conduct these studies to
the ANSTF, and to any other
appropriate funding agency.

One comment asked the Coast Guard
to develop a chart showing the 500
meter (1640 feet/273 fathoms) or 2,000
meter (6,650 feet/1,093 fathoms) contour
line. Bathymetric charts which show the
measurement of the depth of large
bodies of water are already available.
You can buy the charts from a vendor,
or from an organization such as the
National Oceanographic and
Atmospheric Administration National
Data Center or the U.S. National
Geophysical Data Center. However,
vessel owners and operators are already
required to maintain detailed navigation
charts aboard their vessels that show the
depths of the waters where they operate.
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Several comments were concerned
that the estimate of costs for preparing,
submitting, collecting, collating, and
filing the information obtained seemed
to be a low estimate. Due to the
expansion of the Coast Guard Aquatic
Nuisance Species program efforts this
fiscal year, and the current number of
vessels to be considered (as obtained
from the Coast Guard Marine Safety
Management System), these comments
are correct. The Coast Guard has
reexamined these costs and the current
Regulatory Evaluation accurately
reflects current costs.

Several comments wanted the Coast
Guard to consider costs associated with
ballast exchange and ballast water
management plans in the rule
implementing the voluntary national
guidelines. The Coast Guard will
estimate the costs and benefits of
required portion of the rulemaking.
Costs associated with the ballast water
management plan and ballast water
exchange are voluntary and we didn’t
address these costs in this rule.

Two comments specified that the
spread of aquatic nuisance species is a
naturally occurring phenomenon and
not pollution. These comments further
stated that nature will always “‘create
checks and balances in the medium and
long term.” These comments also stated
that aquatic nuisance species are a
guarantine problem, not a pollution
problem.

The Coast Guard disagrees with some
of these comments. We agree that some
spread of exotic species does occur
naturally and nature does create
‘“‘checks and balances.” However,
shipping allows many organisms to
bypass natural barriers such as the open
ocean, different salinity levels, and
ability to reach hospitable ecosystems,
etc. This means that the natural checks
and balances are disrupted and can no
longer prevent introductions and
degradation of ecosystems. Further,
while there is overlap with quarantine
issues, anything that makes an

ecosystem less suitable for an activity,
or unfit for or harmful to living things
is a pollutant.

One comment asked the Coast Guard
to accept dual load lines. The comment
stated that dual load lines on the vessel
will reduce the amount of ballast water
the vessel will carry into waters of the
United States.

We would have to consider many
factors not within the scope of this
rulemaking to determine whether the
United States should accept dual load
lines. This rulemaking doesn’t address
dual load lines and we didn’t make any
changes based on this comment.

One comment wanted to know if the
Coast Guard intended to “incorporate by
reference” or require vessel operators to
carry the “Guidelines for the Control
and Management of Ships’ Ballast Water
to Minimize the Transfer of Harmful
Aquatic Organisms and Pathogens (IMO
Resolution A.868(20), adopted
November 1997).”” We want to ensure
that vessel operators are aware that
these guidelines exist, but we aren’t
incorporating them by reference or
requiring vessel operators to carry the
guidelines on board their vessels. Many
of the recommendations we make in this
rule are adapted from those guidelines.
However, we have made revisions based
upon the needs of our domestic waters.

Two comments wanted to know how
the Coast Guard will handle the issue of
a vessel operator who declares ““No
Ballast on Board (NOBOB).” A vessel
with NOBOB may not have a large
quantity of ballast water on board, but
the vessel does retain sediment and
residual ballast water. The Coast Guard
requests in this regulation that all
vessels remove sediments in an
appropriate manner on a regular basis.
We are working on identifying possible
management methods to reduce the
threat of a vessel operator claiming
NOBOB. However, it would be
premature to issue regulations
specifically for these vessels at this
time. To ask a vessel operator in a
NOBOB status to conduct a ballast water

exchange could destabilize a vessel,
causing it to submerge its load line or
compromise seaworthiness by
exceeding hull girder stress limits, or
increase the stresses on the hull to the
point they fracture.

Comments on Specific Sections of the
Rule

What Vessels Does This Subpart Apply
to (§ 151.1502)?

Thirty-eight comments discussed the
NPRM'’s applicability section,
§151.1502. Many of the comments
seemed to misunderstand the
applicability section. Others seemed to
misunderstand who is exempt from the
requirements of this rule. One comment
suggested that we separate the existing
mandatory ballast control regulations
for the Great Lakes and the Hudson
River to make it easier to understand the
national program. Two comments stated
that the NPRM proposes changes that
could increase the chances of invasive
species entering the Great Lakes.

In response to these comments, we
have changed the organization of the
rule. We will revise the existing
regulations in 33 CFR 151 subpart C.
The new subpart C will detail the
additional requirements for vessels
entering the Great Lakes and Hudson
River. We will add a new subpart D to
33 CFR part 151. Subpart D will detail
mandatory and voluntary requirements
for all vessels operating in waters of the
United States (including the Great Lakes
and Hudson River). The section
numbers in this rule are different from
the section numbers in the NPRM
because of these changes. Please use the
following cross-reference table to follow
these changes.

Instructions for the Table: Find the
old section number listed in the NPRM
in the first column and read across to
the second column to find the
corresponding new section number in
this rule. The third column lists the
section numbers for subpart C.

33 CFR
i . Section humbers in subpart D
Description of section Section numbers in the NPRM (waters of the United States in- Section numbers in subpart C
cluding the Great Lakes and Hud- | (Great Lakes and Hudson River)
son River)
PUIPOSE .oooiiiiieeiee e 151.1500 .oovvieiiiiiiiieee e 151.2000 ..ooveviriiiiiieeeeeeiieeeee e 151.1500.
Applicability:
For Vessels .......cccoevvivencnnnn. 151.1502 ..oooiiiiiiiieee e 151.2005, 151.2010 and | 151.1502.
151.2015.
For Ballast Water .........cccccvvies | vieiiieiieeieee et 151.2020 .oovveeiiiiiiiieeeeeeee e
Definitions ......ccoevveverieiinice 151.1504 ..o 151.2025 ..ooiiiiieeee e 151.1504.
Penalties .......ccocceveeeviiiiiieeeeeeeciins 151.1506 ..oviiiiiiiieeeee e, 16 U.S.C. under certain provi- | 151.1506, 151.1508, 16 U.S.C.
sions
Mandatory Requirements ............... 151.1508 ....oooiiiiiiiiei e 151.2040 ....oooiiiiiiie e 151.1510.
Safety ..o 151.1510 .oovieiiieee e 151.2030 ..oooveriieeeee e 151.1512.



26676

Federal Register/Vol. 64, No. 94/Monday, May 17, 1999/Rules and Regulations

33 CFR

Description of section

Section numbers in the NPRM

Section numbers in subpart D
(waters of the United States in-
cluding the Great Lakes and Hud-
son River)

Section numbers in subpart C
(Great Lakes and Hudson River)

Alternative Methods:

Required ........ccocvviiiiiiiinien. 151.1512

Requested ........cccooviveviiienis | e,
Mandatory:

Reporting ......cccceeeviieeeiiiieens 151.1514

Recordkeeping .........cccoeeveennne. 151.1514
Voluntary Guidelines ........c..cccee.... 151.1516
Compliance and Monitoring ........... 151.1518

151.2040
151.2045

151.2035
151.2050

151.1514.

151.2040.
151.2045
§151.1516).

(also satisfies

151.1516.

Five comments requested that we add
an exemption for other types of vessels
operating on voyages between the States
and Territories of the United States. One
comment stated that there shouldn’t be
any exemptions for owners and
operators of passenger vessels.

The applicability and exemptions in
this rule are taken directly from the Act.
Additionally, we don’t have scientific
and technological support to include
exemptions for other vessels, or for
other voyages outside of the EEZ. The
Coast Guard can only remove the
exemption for passenger vessels if we
find that their ballast water treatment
systems are less effective than ballast
water exchange. The regulations that
apply to voyages between States and
Territories of the United States are in
subparts C and D.

Two comments expressed concern
about the regulations that apply to
Mobile Offshore Drilling Units (MODU).
One of these comments had specific
concerns about ballast procedures for
tanks that may be in continuous contact
with the sea.

The Coast Guard has determined that
a blanket exemption for MODUSs isn’t
warranted. However, we encourage
vessel owners and operators to bring
their specific ballast issues to the Coast
Guard for consideration for alternative
compliance. Methods for submitting
alternative compliance proposals are
detailed in §151.2035(b)(3) of this
regulation. We will need more detailed
information on flow rates, volumes
exchanged, etc., before we can make a
determination on whether a particular
MODU should be exempt.

Two comments asked us to clarify
whether this rule applies to foreign
vessels. In § 151.2005, we state that this
regulation applies to the owners and
operators of U.S. and foreign vessels.

Three comments asked us to clarify
whether the mandatory requirements in
this rule apply to military vessels. In
§151.2010, we clarify that mandatory
provisions of this rule don’t apply to

vessels of the Department of Defense,
the Coast Guard, or those vessels of the
Armed Forces that are subject to the
“Uniform National Discharge Standards
for Vessels of the Armed Forces
(UNDS).” (Federal Water Pollution
Control Act—33 U.S.C. 1322(n)). We
don’t intend for these regulations to
replace or interfere with practices
already addressed by section 1103 of the
Act or by UNDS.

Five comments suggested that we also
provide guidelines or requirements for
owners and operators on domestic
voyages.

The Coast Guard agrees with these
comments. In § 151.2035(a), we have
included guidelines (precautionary
practices) for all vessels equipped with
ballast tanks that operate in waters of
the United States. However, the Act
doesn’t give the Coast Guard the
authority to require owners and
operators of vessels engaged in domestic
trade to perform ballast water
management methods such as ballast
water exchange.

One comment requested that ballast
water management methods, such as
ballast water exchange only apply to
vessels that have operated beyond the
EEZ for more than 48 hours. The Coast
Guard has reviewed the legislation and
determined that this is contrary to the
intent of the Act.

One comment noted that in the
regulations we consider a transit from
Alaska, or Hawaii to the continental
United States a voyage, but we don’t
consider a transit from a Canadian port
to the continental United States, Hawaii,
or Alaska a voyage. Two comments
wanted to know if the proposed
regulations apply to voyages from U.S.
territories.

We understand that the wording of
this section in the NPRM was unclear.
We have reworded § 151.2025 to clarify
when this regulation applies. Any
vessel, unless exempted by §151.2010,
on a voyage to a U.S. port, that in any
portion of that voyage has operated

beyond the EEZ of the United States or
an equivalent zone of Canada (generally
200 miles seaward of the baseline) is
subject to the mandatory reporting
requirements. The vessel operator must
or may (depending on which port they
are going to) conduct ballast water
management practices as detailed in the
regulation. This includes voyages to any
port in the U.S. or its territories, from
any other port in the U.S. or its
territories, if the vessel has operated
more than 200 miles from the baseline
of the United States or Canada. If a
vessel operator remains in areas less
than 200 miles from the baseline of the
United States or Canada during a
voyage, then they are not subject to the
mandatory requirements. However, we
request that the operator follow the
voluntary guidelines in §151.2035.

One comment wanted to know if the
regulations apply to only segregated
ballast water. Two comments wanted to
know if all ballast water, including that
which was taken on in the high seas,
was subject to the regulations in the
NPRM. One of these comments also
stated that we shouldn’t require an open
ocean exchange of water that has been
taken on in open ocean.

We have revised the regulations to
clarify these issues. The regulations
apply to any ballast water, taken in
waters within 200 miles from any shore,
or in waters less than 2,000 meters
(6,650 feet/1,093 fathoms) deep, that
could be discharged into waters of the
United States.

One comment asked the Coast Guard
to address “‘innocent passage” in this
rule. Innocent passage occurs when a
foreign vessel navigates through the U.S.
territorial sea for the purpose of
traversing the sea without entering U.S.
internal waters or calling at a U.S. port.
A foreign vessel is also considered in
innocent passage when in transit to or
from a U.S. port. However, a vessel that
actually enters U.S. internal waters (i.e.,
waters shoreward of the territorial sea
baseline) or that enters a U.S. port no
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longer has innocent passage status, and
the mandatory reporting requirements of
this rule, as well as the voluntary ballast
water management guidelines apply. In
plain terms, if you are bound for or
departing from a U.S. port, these
regulations apply.

We have added a provision for
innocent passage to § 151.2015. For the
purpose of defining whether a vessel is
navigating in the territorial sea, the
Coast Guard defines the territorial sea
for this regulation as extending to 12
nautical miles from the baseline, under
Presidential Proclamation No. 5928 of
December 27, 1988. Innocent passage
doesn’t include a vessel that enters the
Snell Lock at Massena, New York, on
the St. Lawrence River, regardless of its
destination.

Two comments questioned if the
mandatory regulations for the Great
Lakes and Hudson River apply to a
vessel that operates beyond the EEZ,
and then makes stops in other waters of
the United States before entering the
Great Lakes or Hudson River.

The Coast Guard has determined that
the mandatory regulations in 33 CFR
part 151, subpart C apply to any vessel
operated as described in the previous
paragraph. In addition, 88§ 151.2035(b),
151.2040, and 151.2045 of subpart D do
not apply to vessels that only transit
between ports in the United States, or
between ports in the United States or
Canada without entering waters beyond
the EEZ of Canada or the United States.

What Definitions Apply to Subpart C
(8 151.1504)?

Thirty-three comments discussed the
definitions section of the NPRM. Four
comments concerned the definition of
“environmentally sound.” One of these
comments noted that people might
misinterpret the definition with regard
to releases of ““harmful concentrations”
of chemicals, as some individuals don’t
consider concentrations to be harmful
when released into water bodies where
significant dilution occurs.

The Coast Guard agrees that the
proposed changes to the definition
could cause confusion. No ballast water
management method would be accepted
if it violated any existing water quality
standards. Therefore, the definition of
“environmentally sound” currently in
force in 33 CFR 151.1504 will not be
changed. The definition is the same
definition used in the Act.

Two comments questioned whether
we had scientific support for the
definition of “‘reasonably effective
ballast water management system.”
Eight comments stated that we should
be cautious when we estimate
percentages for the volume of ballast

water exchanged, and for the kill or
removal rate. Four comments wanted a
method for determining when you have
met a 90 percent kill or removal rate.

The Coast Guard agrees with these
comments and we have deleted this
definition. The Coast Guard will
continue to support research that will
identify ballast water management
methods that are “‘as effective as ballast
water exchange.”

One comment stated that this rule
should also address ballast water carried
in cargo tanks. In §151.1504, we have
revised the rule to clarify that the
definition of “ballast tanks” includes
any tank or hold used for carrying
ballast water. In §151.1504, we have
also added the phrase “‘regardless of
how it is carried on the vessel” to the
definition of “‘ballast water.”

Eight comments discussed the
definition of ““reasonably complete
ballast water exchange.” Three
comments stated that they support the
standard to exchange 90 percent of the
original water in the ballast tank. Two
comments suggested that we raise the
standard, and two comments suggested
that we lower the standard.

The Coast Guard’s goal is for owners
and operators to exchange 100 percent
of the original water in the ballast tank.
However, owners and operators should
consider the operating systems and
physical limitations of the vessel before
conducting an exchange. We didn’t
change the existing regulations for the
Great Lakes and Hudson River in
§151.1510 of subpart C. Owners and
operators of all other vessels are
requested to conduct an exchange as
follows:

« For a flow through exchange.
Exchange the equivalent of three times
the volume of water in the ballast tank.

« For an empty/refill exchange. If
conditions are safe and it is practical,
try to replace 100 percent of the volume
of ballast water.

Four comments concerned the
proposed change to the minimum depth
requirement from 2,000 meters to 500
meters, for a ballast water exchange.
Two comments pointed out deficiencies
in the scientific support for such a
change. One comment indicated that
reducing the requirement may create a
conflict for complying with U.S.
regulations and following Canadian
voluntary guidelines.

In response to these comments, and to
ensure that owners and operators are
able to satisfy the requirements of the
United States and Canada, we do not
plan on changing the depth requirement
until agreement, based upon sound
scientific evidence, is reached.

Why Must | Meet the Requirements of
the Regulations in This Subpart and
What Are the Penalty Provisions

(8§ 151.1506)?

Two comments requested clarification
of the penalty provisions. The penalty
provisions for the Great Lakes and
Hudson River ballast water management
requirements will remain unchanged.
The penalty provisions include
restriction of operation, revocation of
Customs clearance, and possible civil
and criminal penalties. The new
voluntary national guidelines do not
carry penalty provisions. However, if
vessel operators fail to make the
mandatory reports, then the Coast Guard
is directed under NISA to implement a
mandatory national program that will
carry the same penalty provisions that
apply in Great Lakes and Hudson River.

What are the Mandatory Ballast Water
Management Requirements
(8 151.1508)?

Three comments expressed concern
that the proposed rule may make ballast
water exchange a standard, and rule out
other ballast water management
techniques that may be more effective.

The Coast Guard agrees with these
comments. We have revised the rule to
include language that encourages the
development of alternative technologies
for managing ballast water.

Eleven comments discussed an
acceptable salinity level for an open
ocean exchange as it applies to
mandatory exchange for the Great Lakes
and Hudson River. Four comments
questioned the scientific support for the
proposed change. One comment
questioned whether we considered
“instrument error’’ when we proposed
changing the salinity level. One
comment stated that measuring the level
of salinity is not enough to determine if
an exchange has been done as it applies
to coastal ports. The comment also
asked the Coast Guard to develop
alternative tests.

The Coast Guard agrees with these
comments. We are not changing the
salinity standard as proposed in the
NPRM. The Coast Guard recognizes that
salinity can’t be used as the only
verification of open ocean exchange at
a coastal port. Salinity also can’t be used
as the sole measure to confirm proper
operation of alternative control methods
as developed. The Coast Guard is
awaiting a final report on parameters to
be used for verification, and is engaged
in preliminary stages of additional
studies to obtain a full complement of
methods to be used. Over the next 30
months, we will test the identified
parameters in the field to ensure their
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efficiency and accuracy and to
streamline sampling procedures. We
will also test protocols and parameters
during this phase. The Coast Guard
finds it inappropriate to publish
parameters under consideration for
coastal ports, other than the screening
mechanism of salinity, until those
parameters have been confirmed as
definitive.

Twenty-eight comments concerned
alternative environmentally sound
methods of ballast water management.
Twenty-eight comments asked that we
clarify the requirement for approval of
other environmentally sound methods
of ballast water management. The
comment also asked the Coast Guard to
explain the process of submitting
alternative ballast water management
methods for approval.

The Coast Guard will approve
alternative methods of ballast water
management (under 33 CFR
151.2035(b)(3)). The request to approve
an alternative method must be
submitted to, and approved by, the
Coast Guard before a vessel’s scheduled
voyage. The requestor must provide
adequate time for the Coast Guard to
process, analyze, and consider the
alternative method for approval. Send
your request to U.S. Coast Guard
Headquarters, (G-MS0O-4), 2100 Second
Street SW., Washington, DC 20593—
0001. The phone number is (202) 267—
0500. Each proposal is evaluated on a
case-by-case basis. The Coast Guard is
working with the ANSTF Ballast Water
and Shipping Committee to develop a
standardized protocol and requirements
for approval. Industry, government
agencies, and non-government
organizations will develop the
requirements. We will approve an
alternative method only after we
consider the following:

¢ Does the method conform to
existing laws and standards?

* How effective is the method in
reducing the viability of organisms
within the vessel’s ballast water?

* How will the vessel operator verify
that the system is operating as designed?

We will incorporate the protocol and
requirements into 33 CFR part 151
subpart D when it’s completed.

Four comments asked us to clarify if
retaining ballast water on board is a
viable ballast water management
method. Section 151.2035(b)(2), states
that retaining ballast water on board is
an option.

Three comments asked the Coast
Guard to consider whether discharge to
an approved reception facility is a
viable method of ballast water control
management. We agree. Section

151.2035(b)(4) states that discharging
ballast water to an approved reception
facility is an option.

One comment suggested that we allow
vessel owners and operators to
discharge ballast water at publicly-
owned treatment plants. The Coast
Guard has determined that each
treatment plant will have to be
considered on a case-by-case basis. To
determine if vessel owners and
operators can be allowed to discharge
ballast water at a publicly-owned
treatment plant, we will need specific
information, including whether or not—

« The plant has the capacity to
handle the volume of ballast water
discharged from a vessel,

¢ The treatment methods used at the
plant are effective in Killing the full
range of genus and species of organisms
found in the ballast water;

» Allowing vessel owners and
operators to discharge ballast water will
violate any local or State regulations;

» The waste water treatment plant
will accept the ballast water; and

* The waste water treatment plant is
aware of the salinity levels of the ballast
water.

Two comments encouraged the
development of shoreside ballast water
reception facilities. Two comments
suggested that we continue to develop
alternative technologies to ballast water
exchange. Two comments asked that we
give chemical treatment methods fair
consideration as an alternative method
of ballast water management. One
comment stated that chemical
treatments are an essential tool for
“integrated pest management.” Four
comments asked that we also consider
by-products and concentration levels in
any effluent when we consider chemical
treatments.

The Coast Guard supports all of these
statements. We will continue to
encourage advances in methods of
treating ballast water. We will consider
applicable laws, regulations, and the
consequences of a treatment before we
approve any method.

Two comments recommended that we
consider risk-based assessment as an
acceptable alternative compliance
mechanism. The Coast Guard recognizes
that some waters may pose higher risks
of containing potential invasive species
than other waters. However, it has not
been proven that any waters pose no
risk. Historical patterns show that zebra
mussels may have been shipped for
more than 50 years before establishing
a sustainable population in the Great
Lakes and becoming a nuisance species.
Therefore, we have determined that we
don’t have a sound, definitive scientific
basis to approve risk-based assessment

as an alternative ballast water
management option.

Two comments requested a means of
sharing knowledge of alternative
compliance methods. The Coast Guard
is working with the Smithsonian
Environmental Research Center to
incorporate a research and technology
section into the National Ballast Water
Information Clearinghouse (NBIC)
(NBIC Web site: www.serc.si.edu/
invasions/ballast.htm).

Two comments discussed the research
and development of specific ballast
water control methods. The Coast Guard
encourages companies to continue to
research and develop other ballast
control methods. Two comments
suggested that we specify alternate
ballast water exchange sites in this rule.
The establishment of alternative
discharge areas must be based on the
best scientific data available. Therefore,
the Coast Guard leaves in place the
provisions in 8 151.1514 that address
ballast water management alternatives
under extraordinary conditions. This
section applies specifically to the waters
of the Great Lakes and Hudson River,
North of George Washington Bridge. The
requests for alternative sites requests go
directly to the Captain of the Port
(COTP) of the affected zone. In addition,
the Coast Guard is reviewing a study
entitled ““Ballast Exchange Study
Consideration of Back-up Exchange
Zones and Environmental Effects of
Ballast Exchange and Ballast Release.”
After this study is accepted by the
ANSTF, the Coast Guard will consider
the areas detailed for pre-accepted
alternate exchange sites. If accepted, we
will publish a detailed list of these areas
with a request for comments in the
Federal Register. We have reserved
§151.2055 in this rule and will list the
sites in that section when they are
approved.

We received three comments on the
disposal of sediment ashore. One
comment suggested removing the
reference to ‘‘sediment ashore” from the
rule. One comment suggested that we
require a disposal facility be built at
every port. One comment noted that the
proposed regulation might contradict
existing Federal regulations. One
comment noted that restrictions on
disposal of sediments ashore may also
be under the jurisdiction of entities
other than the Coast Guard, such as the
Animal and Plant Health Inspection
Service, 7 CFR part 330.

We have changed § 151.2035(a)(3) to
state that sediments must be disposed in
accordance with local, State, and
Federal regulations. This requirement is
to ensure that vessel representatives are
aware that disposal of sediments within
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the United States must be done in
accordance with existing regulations or
laws.

Three comments suggested that we
refer to the owner, operator, agent, or
person-in-charge within the appropriate
sections of the rule. Two comments
noted that some types of vessels subject
to this rule might not be under the
command of a master. One comment
noted that reporting requirements on a
vessel are often satisfied by the vessel
agent. The Coast Guard agrees with
these comments. We refer to the owner,
operator, agent, or person-in-charge in
the appropriate sections of the rule.

Is the Master Still Responsible for the
Safety of the Vessel (§ 151.1510)?

Seven comments stated that the
NPRM didn’t adequately address safety
exemptions. The Coast Guard agrees
with this comment. In § 151.2030, we
now use language similar to the Act,
which clearly states the safety
exemptions.

Three comments asked what will
happen if they use the safety exemption,
and don’t conduct a ballast exchange.
We have included in § 151.2030(b) the
provisions of the Act which address this
concern. Vessels subject to 33 CFR part
151 subpart C must comply with the
requirements of § 151.1514 subpart C
(Ballast water management alternatives
under extraordinary conditions). Vessels
not subject to 33 CFR part 151 subpart
C shall not be required to perform a
ballast water management practice
which the master has found to threaten
the safety of the vessel, its crew, or its
passengers because of adverse weather,
vessel design limitations, equipment
failure, or any other extraordinary
conditions.

What Are the Mandatory Reporting and
Recordkeeping Requirements
(8§151.1514)?

Four comments suggested that we
provide more options for submitting the
required information to the Coast Guard.
One comment noted that the proposed
requirements for submitting information
may bypass existing Canadian reporting
requirements for shared waters. One
comment asked that we allow the
information to be submitted
electronically.

The Coast Guard agrees with these
comments. In 8 151.2040(c), we have
added other options for submitting the
required information.

Two comments wanted to submit
“‘one standard voyage profile regarding
ballast water management versus trip by
trip reports.” The Coast Guard is not
prepared to approve this. We will
require individual reports. This

approach may be reconsidered at a later
date depending on the quality and detail
of the reports that are received.

Two comments stated that owners
and operators of container ships and
roll-on/roll-off (RoRo) vessels may have
difficulty submitting the information as
proposed in the NPRM. These
comments noted that the actual
discharge amount and location of
discharge might be different than
expected because of operational
considerations.

We have determined that the owners
and operators of these vessels must still
submit the required information.
However, in § 151.2040(d), we allow
owners and operators to submit an
amended form before leaving waters of
the United States. This allowance will
accommodate the owner or operator of
any vessel who finds that the
information they originally submitted to
the Coast Guard has changed.

Two comments stated that we should
remove the requirement to submit
information about the salinity of the
ballast water discharged, and the
temperature of the ballast water at its
source. The Coast Guard disagrees with
this comment. The Act directs the Coast
Guard to consider the various
characteristics of the point of origin (of
ballast water) and receiving water
bodies. Salinity and temperature are
essential to obtaining that information.

One comment requested the removal
of sea height at the time of an exchange
as required information. This comment
expressed concern that this data may be
dangerously extrapolated to set
definitive sea state standards at which
ballast water exchange must be
conducted.

The Coast Guard has determined that
this information is necessary to get an
accurate collection of data on ballast
water practices. However, we will
ensure that any reports of data include
qualifying statements. For example,
“while 65 percent of vessels conducting
ballast water exchange did so in seas
with waves of up to 1 foot in height,
complete data is not available on vessels
not conducting an exchange for safety
reasons under those same conditions.
This data should never be used to
determine safe operating parameters at
which all ships can conduct an
exchange. We must consider each ship’s
unique operating, structural, and
stability issues.”

Are There Methods to Monitor
Compliance With This Subpart
(8 151.1518)?

Three comments suggested that the
phrase ‘“may take samples’ should be
replaced with ““shall take samples.” The

Coast Guard recognizes the concern;
however, logistical constraints may
preclude the taking of samples during
each boarding of the vessel.
Additionally, as parameters are
identified for testing procedures, cost
per sample analysis may increase.
Resources availability will determine
the number of samples taken. Use of the
term ““may’’ leaves the Coast Guard
flexibility to address these issues and to
implement valid sampling procedures.

Appendix to Subpart C of Part 151

We received nine comments about the
sample ballast water reporting form and
its directions. One comment suggested
“streamlining the form” or making the
form more efficient. One comment
asked the Coast Guard to use standard
forms. Two comments asked that we
make the forms consistent with IMO
forms. Three comments suggested
changes to the instructions for the
forms. Two comments noted that
§151.1514 of the NPRM affects the
information requested on the form.

In response to these comments and
based on what we have learned during
pilot programs, we have changed the
proposed form to make it easier to use
and quicker to convert from a paper
copy to an electronic submittal form.
The Coast Guard will continue to accept
the IMO “‘Ballast Water Reporting
Form” and the St. Lawrence Seaway
required “Pre-entry Information from
Foreign Flagged Vessels Form” as
satisfying the information and reporting
requirements of this rule. The Coast
Guard will coordinate with IMO and
Canada to encourage standardization of
a ballast water reporting form. The Coast
Guard feels that to sacrifice an improved
product in attempt to maintain
standardization of the proposed form is
not in the best interest of this program.

Two comments asked the Coast Guard
to ensure that the data obtained from the
mandatory reports will be useful for
local, regional, and state governments
and organizations. The Coast Guard has
been working to ensure that the data
will be entered in a usable form to
identify ballast patterns that are
essential to sound decisions on ballast
water management. For a more detailed
description of the NBIC, please review
the NBIC Web site at www.serc.si.edu/
invasions/ballast.htm.

One comment wondered if there are
plans to distribute the form and
instructions. The Coast Guard will
distribute copies of the form and
provide multiple copies to agencies and
entities that will be able to disseminate
them. The form and instructions will
also be available at the NBIC Web site.
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Other Changes to the Proposed
Regulations

In addition to the changes made to the
regulations as a result of the comments,
we have defined the term ‘““voyage” in
§151.2025 to include intermediate port
calls and avoid confusion with the
definition of (Great Lakes or Hudson
River) voyage in §151.1504 of subpart
C. We have also revised the definition
in §151.2025 to clarify that the
equivalent zone of Canada is considered
part of the EEZ, as provided in the Act.

Regulatory Evaluation

The rule is not a significant regulatory
action under section 3(f) of Executive
Order 12866 and does not require an
assessment of potential costs and
benefits under section 6(a)(3) of that
order. It has not been reviewed by the
Office of Management and Budget
(OMB) under that order. It is not
significant under the regulatory policies
and procedures of the Department of
Transportation (DOT) (44 FR 11040,
February 26, 1979).

The Coast Guard expects the
economic impact of this rule to be so
minimal that a full Regulatory
Evaluation under paragraph 10e of the
regulatory policies and procedures of
DOT is unnecessary.

Summary of Costs

The rule will cost industry the time
and resources it will take to submit the
paperwork required by this rule. A
vessel’s officer is likely to be the person
tasked with completing the report, so
we based our estimate on the current
annual salary for a third mate on a U.S.
merchant vessel, and included
administrative costs ($9 per report for
photocopying, etc.). We calculated that
it will cost $35 to submit each report.
The following equation illustrates the
calculation:
$81,840 + 2,080 hours x 40 minutes +

$9 = $35

We used the U.S. Coast Guard Marine
Safety Management System (MSMS) to
determine that this rule will apply to
30,877 vessel transits (this includes
transits on the Great Lakes). We
multiplied the cost of each report ($35)
by the number of vessel arrivals from
outside the Exclusive Economic Zone
(30,877) to get a total annual cost of
$1,080,695. The following equation
illustrates the calculation:
$35 x 30,877 = $1,080,695

The rule will cost the Federal
government the time it will take Coast
Guard personnel to review ballast water
management record information. The
Coast Guard will add 30 E-5 billets to
verify compliance and collect the

information this rule will require.
Commandant Instruction 7310.1E states
that the hourly cost for an E-1 to E-5
range billet is $15 per hour. This
translates to yearly cost of $31,200 per
billet (2080 x $15 = $31,200). Therefore,
the cost of 30 billets will equal $936,000
($31,200 x 30=$936,000). We estimate
that the total cost to the Coast Guard to
collect and send the appropriate
paperwork to the National Ballast Water
Information Clearinghouse (NBIC) is
$75,000. The total annual cost was
calculated as illustrated in the following
equation:

30 [billets] x $2,500 [administrative
costs] = $75,000

The Coast Guard will also allocate
$300,000 per year to the NBIC. The
NBIC will provide analysis, synthesis,
and interpretation of data collected
under the Act. Therefore, the total
government cost of this rule is
$1,311,000 annually. The total
government cost was calculated as
illustrated in the following equation:
$936,000 + $300,000 + $75,000 =

$1,311,000

Summary of Benefits

This rule is the next step in an
ongoing effort to reduce the numbers of
non-indigenous species invading the
waters of the United States.

According to the U.S. Congress’ Office
of Technology Assessment, ‘““Harmful
Non-Indigenous Species in the United
States,” the economic impact on the
United States from introductions of non-
indigenous species has exceeded several
billions of dollars through—

« Efforts to prevent and reduce
further infestations;

* Repairs of damage to various
infrastructures; and
 Lost revenues.

For example, the Great Lakes Fishery
Commission estimates the European
ruffe, a fish that entered the Great Lakes
via expelled ballast water in the early
1980’s, could cause annual losses of $90
million if the European ruffe is not
controlled.

As international maritime trade
continues to expand, the economic
impact of non-indigenous species
invasions will continue to increase. This
increase may necessitate more extensive
long-term control efforts, including
improving ballast water management
practices. The reporting requirements in
this rule will allow the Coast Guard to
receive the information it needs to make
decisions on what measures may be
required in the future to help solve the
aquatic nuisance species problem.

Impact on Small Entities

The provisions of the Regulatory
Flexibility Act (5 U.S.C. 601-612),
require the Coast Guard to consider
whether the interim rule will have a
significant economic impact on a
substantial number of small entities.
“Small entities,” include: (1) Small
businesses, not-for-profit organizations
that are independently owned and
operated and are not dominant in their
fields, and (2) governmental
jurisdictions with populations of less
than 50,000.

The rule applies to any vessel with
ballast tanks entering the waters of the
United States after operating beyond the
EEZ. Vessels engaged in coastwise trade
(within the EEZ) and passenger vessels
equipped with treatment systems
designed to eliminate aquatic species in
their ballast tanks will be exempt from
the mandatory provisions of the rule.
The rule requires vessel operators to
report their ballast water management
efforts. We estimate that each report will
cost the vessel operator $35. This sum
is very low on an absolute dollar basis.
We believe that it will account for a very
low percentage of the operating costs of
even the smallest commercial vessel
operations. For this reason, the Coast
Guard certifies under 5 U.S.C. 605(b)
that the rule will not have a significant
economic impact on a substantial
number of small entities.

Assistance for Small Entities

In accordance with section 213(a) of
the Small Business Regulatory
Enforcement Fairness Act of 1996 (Pub.
L. 104-121), the Coast Guard offers to
assist small entities in understanding
this rule so that they can better evaluate
its effects on them and participate in the
rulemaking process. If your small
business or organization is affected by
this rule and you have questions
concerning its provisions or options for
compliance, please contact Lieutenant
Mary Pat McKeown, Project Manager,
Office of Operating and Environmental
Standards (G—-MSO) at 202—267-0500.

The Small Business and Agriculture
Regulatory Enforcement Ombudsman
and 10 Regional Fairness Boards were
established to receive comments from
small businesses about Federal agency
enforcement actions. The Ombudsman
will annually evaluate the enforcement
activities and rate each agency’s
responsiveness to small business. If you
wish to comment on the enforcement
actions of the Coast Guard, call 1-888—
REG-FAIR (1-888-734-3247).

Collection of Information

The provisions of the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501-
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3520) require the Office of Management
and Budget (OMB) to review each rule
that contains a collection-of-
information. The Office of Management
and Budget must determine if the
practical value of the information is
worth the burden of collecting the
information. Collection-of-information
requirements include reporting,
recordkeeping, notification, monitoring,
posting, labeling, and other similar
requirements.

The rulemaking will require the
owner or operator of a vessel with
ballast tanks, entering the waters of the
United States from outside the EEZ, to
submit paperwork to the Coast Guard.
The paperwork will document the
owner’s or operator’s ballast water
management practices. The provisions
of the Act require the Coast Guard, in
consultation and cooperation with the
Aquatic Nuisance Species Task Force
and the Smithsonian Institution
Environmental Research Center, to
develop and maintain the National
Ballast Water Information Clearinghouse
(NBIC). The purpose of the NBIC is to
determine the patterns of ballast water
delivery and management in the waters
of the United States. The information
obtained from the mandatory reports
that owners and operators must submit
will be entered into a database at the
NBIC. The rulemaking requires
submission of the following
information:

* Vessel type, owner or operator,
gross tonnage, call sign, and Port of
Registry (Flag);

« Port of arrival, vessel agent, last
port and country of call, and next port
and country of call;

« Total ballast water capacity, total
volume of ballast water on board, total
number ballast water tanks, and total
number of ballast water tanks in ballast;

e Total number of ballast tanks/holds
that are to be discharged into the waters
of the United States or at a reception
facility, the number of tanks that were
exchanged or treated using an
alternative method of compliance; type
of alternative compliance method, if
used for treatment; whether the vessel
has a ballast water management plan
and IMO guidelines on board, and
whether the ballast water management
plan was used;

¢ Origin of ballast water—this
includes date(s), location(s), volume(s)
and temperature(s) (if a tank has been
exchanged this is the ballast water that
was taken on in port and then replaced
during the exchange);

« Date(s), location(s), volume(s),
method, thoroughness (percentage
exchanged if exchange conducted), sea
height at time of exchange if exchange

conducted, of any ballast water
exchanged or treated,;

» Expected date, location, volume,
and salinity of any ballast water to be
discharged into the waters of the United
States or at a reception facility; and

« Location of the facility used for
disposal of sediment carried into the
waters of the United States, if sediment
is to be discharged within the
jurisdiction of the United States.

If we did not require owners or
operators to provide this information, it
would be impossible to produce the
studies and congressional reports on
ballast water management patterns that
the provisions of the Act require. The
Coast Guard will use the information
to—

* Ensure that an owner or operator
has complied with the ballast water
management regulations; and

» Assess the rate of compliance with
the voluntary guidelines listed in the
rule.

As stated under Regulatory
Evaluation in this document, the
vessel’s officer is likely to be the person
tasked with completing the report, so
we based our cost estimate on the
current annual salary for a third mate on
a U.S. merchant vessel and included
administrative costs. We calculated that
it will cost $35 to submit each report.
We used the U.S. Coast Guard Marine
Safety Management System to
determine that this rule will apply to
30,877 vessel transits (this includes
transits on the Great Lakes). We
multiplied the cost of each report ($35)
by the number of vessel arrivals from
outside the EEZ (30,877) to get a total
annual cost of $1,080,695. The annual
burden on industry will be 20,585 hours
per year, and the cumulative burden for
3 years is 61,755 hours.

The title and description of the
information collection, a description of
the respondents, and an estimate of the
total annual burden follow. Included in
the estimate is the time for reviewing
instructions, searching existing sources
of data, gathering and maintaining the
data needed, and completing and
reviewing the collection.

Title: Implementation of the National
Invasive Species Act of 1996 (NISA)

Summary of Collection of
Information: This rule contains
collection-of-information requirements
in the following sections: §8 151.2040
and 151.2045.

Need for Information: This rule will
require owners or operators of each
vessel with ballast water tanks, who
enter the United States after operating
outside the EEZ, to provide to the U.S.
Coast Guard information regarding
ballast water management practices.

Proposed Use of Information: The
information is needed to ensure that the
mandatory ballast water management
regulations are complied with prior to
allowing the vessel to enter U.S. ports,
and to assess the effectiveness of the
voluntary guidelines. The information
will be used by the Coast Guard
Headquarters staff and researchers from
both private and other governmental
agencies to assess the effectiveness of
voluntary ballast-water management
guidelines for vessels with ballast tanks
that enter U.S. waters after operating
outside the EEZ. The information will
be provided to Congress on a regular
basis as required by the Act.

Description of the Respondents: Any
vessel (owner or operator) with ballast
tanks entering U.S. waters after
operating outside the EEZ.

Number of Respondents: 30,877
vessel entries.

Frequency of Response: Whenever a
vessel with ballast tanks enters the
United States after operating outside the
EEZ.

Burden of Response: 40 minutes per
respondent.

Estimated Total Annual Burden:
20,585 hours.

As required by section 3507(d) of the
Paperwork Reduction Act of 1995, the
Coast Guard has submitted a copy of
this rule to OMB for its review of the
collection of information.

If you are submitting a comment on
the collection of information, you
should submit it to OMB and to the
Coast Guard where indicated under
ADDRESSES by the date under DATES.

No one is required to respond to a
collection of information unless it
displays a currently valid OMB control
number. The Coast Guard will publish
notice in the Federal Register of OMB’s
decision to approve, modify, or
disapprove the collection.

Federalism

The Coast Guard has analyzed this
rule under the principles and criteria
contained in Executive Order 12612 and
has determined that this rule does not
have sufficient federalism implications
to warrant the preparation of a
Federalism Assessment.

Unfunded Mandates

Title 1l of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4, 109 Stat. 48) requires Federal
agencies to assess the effects of certain
regulatory actions on State, local, and
tribal governments, and the private
sector. The Unfunded Mandates Reform
Act requires a written statement of
economic and regulatory alternatives for
rules that contain Federal mandates. A
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“Federal mandate” is a new or
additional enforceable duty imposed on
any State, local, or tribal government, or
the private sector. If any Federal
mandate causes those entities to spend,
in the aggregate, $100 million or more
in any one year, the UMRA analysis is
required. This rule will not impose
Federal mandates on any State, local, or
tribal governments, or the private sector.

Taking of Private Property

This rule will not effect a taking of
private property or otherwise have
taking implications under E.O. 12630,
Governmental Actions and Interference
with Constitutionally Protected Property
Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of E.O.
12988, Civil Justice Reform, to minimize
litigation, eliminate ambiguity, and
reduce burden.

Protection of Children

We have analyzed this rule under E.O.
13045, Protection of Children from
Environmental Health Risks and Safety
Risks. This rule is not an economically
significant rule and does not concern an
environmental risk to health or risk to
safety that may disproportionately affect
children.

Environment

The Coast Guard considered the
environmental impact of this rule and
concluded that preparation of an
Environmental Impact Statement is not
necessary. An Environmental
Assessment and proposed Finding of No
Significant Impact are available in the
docket for inspection or copying where
indicated under ADDRESSES.

The Coast Guard is establishing
voluntary guidelines for all vessels
equipped with ballast tanks that operate
in waters of the United States. The Coast
Guard is also establishing additional
voluntary ballast water management
guidelines and mandatory reporting
requirements for all vessels carrying
ballast water into the waters of the
United States after operating beyond the
exclusive economic zone. These
reporting requirements are intended to
monitor the level of participation by
vessels in the voluntary national
guidelines program. If participation
levels in this program are inadequate,
the Act requires the Secretary of
Transportation to mandate the ballast
water management guidelines. Once
reported, the information will be used to
develop and maintain a ballast water
information clearinghouse, which will
monitor the effectiveness of the program

and identify future needs for better
protecting domestic waters from the
introduction of invasive species.

Therefore, the regulations to
implement provisions of the Act
concerning ballast water control, when
using voluntary guidelines for ballast
water management and mandatory
reporting requirements, will not have a
significant impact on the environment.

List of Subjects in 33 CFR Part 151

Administrative practice and
procedure, Oil pollution, Penalties,
Reporting and recordkeeping
requirements, Water pollution control.

For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 151 as follows:

PART 151—VESSELS CARRYING OIL,
NOXIOUS LIQUID SUBSTANCES,
GARBAGE, MUNICIPAL OR
COMMERCIAL WASTE, AND BALLAST
WATER

1. The authority citation for part 151
continues to read as follows:

Authority: 33 U.S.C. 1321(j)(1)(C) and
1903; E.O. 12777, 3 CFR, 1991 Comp. p.351;
49 CFR 1.46.

Subpart C—Ballast Water Management
for Control of Nonindigenous Species
in the Great Lakes and Hudson River

2. The authority citation for part 151
subpart C continues to read as follows:

Authority: 16 U.S.C. 4711; 49 CFR 1.46.

3. Revise the subpart heading to read
as shown above.

4. 1n 8§151.1504, revise the definition
of “ballast water” and add definitions in
alphabetical order to read as follows:

§151.1504 Definitions.

* * * * *

Ballast water means any water and
suspended matter taken on board a
vessel to control or maintain, trim,
draught, stability, or stresses of the
vessel, regardless of how it is carried.

Ballast tank means any tank or hold
on a vessel used for carrying ballast
water, whether or not the tank or hold
was designed for that purpose.

* * * * *

Sediments means any matter settled
out of ballast water within a vessel.

* * * * *

5. Add subpart D, consisting of
88 151.2000 through 151.2065, to read
as follows:

Subpart D—Ballast Water Management for
Control of Nonindigenous Species in waters
of the United States.

Sec.

151.2000 What is the purpose of this
subpart?

151.2005 To which vessels does this subpart
apply?

151.2010 Which vessels are exempt from the
mandatory requirements?

151.2015 Is a vessel in innocent passage
exempt from the mandatory
requirements?

151.2020 To what ballast water does this
subpart apply?

151.2025 What definitions apply to this
subpart?

151.2030 Who is responsible for determining
when to use the safety exemption?

151.2035 What are the voluntary ballast
water management guidelines?
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Subpart D—Ballast Water Management
for Control of Nonindigenous Species
in Waters of the United States

Authority: 16 U.S.C. 4711; 49 CFR 1.46.

§151.2000 What is the purpose of this
subpart?

This subpart implements the
provisions of the Nonindigenous
Aquatic Nuisance Prevention and
Control Act of 1990 (NANPCA) (16
U.S.C. 4701-4751), as amended by the
National Invasive Species Act of 1996
(NISA).

§151.2005 To which vessels does this
subpart apply?

(a) Sections 151.2000 through
151.2035(a) of this subpart apply to all
vessels, U.S. and foreign, equipped with
ballast tanks that operate in the waters
of the United States.

(b) Sections 151.2035(b) through
151.2065 apply to all vessels, U.S. and
foreign, carrying ballast water into the
waters of the United States after
operating beyond the exclusive
economic zone, except those vessels
exempted in §8151.2010 and 151.2015.
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§151.2010 Which vessels are exempt from
the mandatory requirements?

Four types of vessels are exempt from
the requirements in §8151.2040 and
151.2045:

(a) A crude oil tanker engaged in the
coastwise trade.

(b) A passenger vessel equipped with
a functioning treatment system designed
to Kkill aquatic organisms in the ballast
water. The treatment system must
operate as designed.

(c) A Department of Defense or Coast
Guard vessel subject to the requirements
of section 1103 of the Act, or any vessel
of the Armed Forces, as defined in the
Federal Water Pollution Control Act (33
U.S.C. 1322(a)) that is subject to the
“Uniform National Discharge Standards
for Vessels of the Armed Forces” (33
U.S.C. 1322(n)).

(d) A vessel that will discharge ballast
water or sediments only at the same
location where the ballast water or
sediments originated. The ballast water
or sediments must not mix with ballast
water or sediments from areas other
than the high seas.

§151.2015 Is avessel ininnocent passage
exempt from the mandatory requirements?

A foreign vessel merely traversing the
territorial sea of the United States (i.e.,
not entering or departing a U.S. port, or
not navigating the internal waters of the
U.S.) is exempt from the requirements of
§§151.2040 and 151.2045, however
such vessels are requested not to
discharge ballast water into the waters
of the United States unless they have
followed the voluntary guidelines of
§151.2035.

§151.2020 To what ballast water does this
subpart apply?

This subpart applies to all ballast
water and associated sediments taken
on a vessel in areas—

(a) Less than 200 nautical miles from
any shore, or

(b) With water that is less than 2,000
meters (6,560 feet,1,093 fathoms) deep.

§151.2025 What definitions apply to this
subpart?

(a) Unless otherwise stated in this
section, the definitions in 33 CFR
151.1504, 33 CFR 160.203, and the
United Nations Convention on the Law
of the Sea apply to this part.

(b) As used in this part—

ANSTF means the Aquatic Nuisance
Species Task Force mandated under the
Nonindigenous Aquatic Nuisance
Prevention and Control Act of 1990
(NANPCA).

Captain of the Port (COTP) means the
Coast Guard officer designated as the
COTP, or a person designated by that
officer, for the COTP zone covering the

first U.S. port of destination. These
COTP zones are listed in 33 CFR part 3.

Exchange means to replace the water
in a ballast tank using one of the
following methods:

(a) Flow through exchange means to
flush out ballast water by pumping in
mid-ocean water at the bottom of the
tank and continuously overflowing the
tank from the top until three full
volumes of water has been changed—to
minimize the number of original
organisms remaining in the tank.

(2) Empty/refill exchange means to
pump out the ballast water taken on in
ports, estuarine, or territorial waters
until the tank is empty, then refilling it
with mid-ocean water; masters/
operators should pump out as close to
100 percent of the ballast water as is
safe to do so.

IMO guidelines mean the Guidelines
for the Control and Management of
Ships’ Ballast Water to Minimize the
Transfer of Harmful Aquatic Organisms
and Pathogens (IMO Resolution A.868
(20), adopted November 1997).

NANCPA means the Nonindigenous
Aquatic Nuisance Prevention and
Control Act of 1990.

NBIC means the National Ballast
Water Information Clearinghouse
operated by the Coast Guard and the
Smithsonian Environmental Research
Center as mandated under NISA.

NISA means the National Invasive
Species Act of 1996, which reauthorized
and amended NANCPA.

United States means the States, the
District of Columbia, the
Commonwealth of Puerto Rico, Guam,
American Samoa, the Virgin Islands,
and the Trust Territory of the Pacific
Islands.

Voyage means any transit by a vessel
destined for any United States port from
a port or place outside of the EEZ,
including intermediate stops at a port or
place within the EEZ. For the purpose
of this rule, a transit by a vessel from a
United States port to any other United
States port, if at any time the vessel
operates outside the EEZ or equivalent
zone of Canada, is also considered a
voyage.

Waters of the United States means
waters subject to the jurisdiction of the
United States as defined in 33 CFR
§2.05-30, including the navigable
waters of the United States. For this
regulation, the navigable waters include
the territorial sea as extended to 12
nautical miles from the baseline,
pursuant to Presidential Proclamation
No. 5928 of December 27, 1988.

§151.2030 Who is responsible for
determining when to use the safety
exemption?

(a) The master, operator, or person-in-
charge of a vessel is responsible for the
safety of the vessel, its crew, and its
passengers.

(b) The master, operator, or person-in-
charge of a vessel is not required to
conduct a ballast water management
practice (including exchange), if the
master decides that the practice would
threaten the safety of the vessel, its
crew, or its passengers because of
adverse weather, vessel design
limitations, equipment failure, or any
other extraordinary conditions. If the
master uses this section, and the—

(1) Vessel is on a voyage to the Great
Lakes or Hudson River, the vessel must
comply with the requirements of
§151.1514 of subpart C of this part
(Ballast water management alternatives
under extraordinary conditions); or

(2) Vessel is on a voyage to any port
other than the Great Lakes or Hudson
River, the vessel shall not be required to
perform a ballast water management
practice which the master has found to
threaten the safety of the vessel, its
crew, or its passengers because of
adverse weather, vessel design
limitations, equipment failure, or any
other extraordinary conditions.

(c) Nothing in this subpart relieves the
master, operator, or person-in-charge of
a vessel, of the responsibility for
ensuring the safety and stability of the
vessel or the safety of the crew and
passengers, or any other responsibility.

§151.2035 What are the voluntary ballast
water management guidelines?

(a) Masters, owners, operators, or
persons-in-charge of all vessels
equipped with ballast water tanks that
operate in the waters of the United
States are requested to take the
following voluntary precautions to
minimize the uptake and the release of
harmful aquatic organisms, pathogens,
and sediments:

(1) Avoid the discharge or uptake of
ballast water in areas within or that may
directly affect marine sanctuaries,
marine preserves, marine parks, or coral
reefs.

(2) Minimize or avoid uptake of
ballast water in the following areas and
situations:

(i) Areas known to have infestations
or populations of harmful organisms
and pathogens (e.g., toxic algal blooms).

(ii) Areas near sewage outfalls.

(iii) Areas near dredging operations.

(iv) Areas where tidal flushing is
known to be poor or times when a tidal
stream is known to be more turbid.
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(v) In darkness when bottom-dwelling
organisms may rise up in the water
column.

(vi) Where propellers may stir up the
sediment.

(3) Clean the ballast tanks regularly to
remove sediments. Clean the tanks in
mid-ocean or under controlled
arrangements in port, or at dry dock.
Dispose of your sediments in
accordance with local, State, and
Federal regulations.

(4) Discharge only the minimal
amount of ballast water essential for
vessel operations while in the waters of
the United States.

(5) Rinse anchors and anchor chains
when you retrieve the anchor to remove
organisms and sediments at their place
of origin.

(6) Remove fouling organisms from
hull, piping, and tanks on a regular
basis and dispose of any removed
substances in accordance with local,
State and Federal regulations.

(7) Maintain a ballast water
management plan that was developed
specifically for the vessel.

(8) Train the master, operator, person-
in-charge, and crew, on the application
of ballast water and sediment
management and treatment procedures.

(b) In addition to the provisions of
§151.2035(a), you (the master, operator,
or person-in-charge of a vessel) are
requested to employ at least one of the
following ballast water management
practices, if you carry ballast water into
the waters of the United States after
operating beyond the EEZ:

(1) Exchange ballast water beyond the
EEZ, from an area no less than 200
nautical miles from any shore, and in
waters more than 2,000 meters (6,560
feet, 1,093 fathoms) deep, before
entering waters of the United States.

(2) Retain the ballast water on board
the vessel.

(3) Use an alternative environmentally
sound method of ballast water
management that has been approved by
the Coast Guard before the vessel begins
the voyage. Submit the requests for
approval of alternative ballast water
management methods to the
Commandant (G-MS0O-4), U.S. Coast
Guard Headquarters, 2100 Second Street
SW., Washington, DC 20593-0001. The
phone number is 202—267-0500.

(4) Discharge ballast water to an
approved reception facility.

(5) Under extraordinary conditions,
conduct a ballast water exchange within
an area agreed to by the COTP at the
time of the request.

§151.2040 What are the mandatory
requirements for vessels carrying ballast
water into the waters of the United States
after operating beyond the Exclusive
Economic Zone (EEZ)?

(a) The master, owner, operator,
person-in-charge of a vessel bound for
the Great Lakes or Hudson River, which
has operated beyond the EEZ during any
part of its voyage, regardless of
intermediate ports of calls within the
waters of the United States or Canada,
must comply with paragraphs (c)
through (f) of this section, all of
§151.2045, and with the provisions of
this part 151 subpart C.

(b) A vessel engaged in the foreign
export of Alaskan North Slope Crude
Oil must comply with paragraphs (c)
through (f) of this section, all of
§151.2045, and with the provisions of
15 CFR 754.2(j)(1)(iii). That section (15
CFR 754.2(j)(iii)) requires a mandatory
program of deep water ballast exchange
(i.e., at least 2,000 meters water depth
and recordkeeping), unless doing so
would endanger the safety of the vessel
or crew.

(c) The master, owner, operator, agent,
or person-in-charge of a vessel carrying
ballast water into the waters of the
United States after operating beyond the
EEZ, unless specifically exempted by
§151.2010 or §151.2015, must provide
the information required by §151.2045
in electronic or written form to the
Commandant, U.S. Coast Guard or the
appropriate COTP as follows:

(1) For a United States or Canadian
Flag vessel bound for the Great Lakes.
You must fax the required information
to the COTP Buffalo 315-764—-3283 at
least 24 hours before the vessel arrives
in Montreal, Quebec.

(2) For a foreign flagged vessel bound
for the Great Lakes. You must—

(i) Fax the required information to the
COTP Buffalo 315-764-3283 at least 24
hours before the vessel arrives in
Montreal, Quebec; or

(ii) Complete the ballast water
information section of the St. Lawrence
Seaway required ‘‘Pre-entry Information
from Foreign Flagged Vessels Form”
and submit it in accordance with the
applicable Seaway notice.

(3) For a vessel bound for the Hudson
River north of the George Washington
Bridge. You must telefax the
information to the COTP New York at
718-354-4249 before the vessel enters
the waters of the United States (12 miles
from the baseline).

(4) For a vessel not addressed in
paragraphs (c)(1), (c)(2), and (c)(3) of
this section. Before the vessel departs
from the first port of call in the waters
of the United States, you must—

(i) Mail the information to U.S. Coast
Guard, c/o Smithsonian Environmental
Research Center (SERC), P.O. Box 28,
Edgewater, MD 21037-0028; or

(ii) Transmit the information
electronically to the NBIC at
www.serc.si.edu/invasions/ballast.htm:;
or

(iii) Fax the information to the
Commandant, U.S. Coast Guard, c/o the
NBIC at 301-261-4319.

(d) If the information submitted in
accordance with paragraph (c) of this
section changes, you must submit an
amended form before the vessel departs
the waters of the United States.

(e) This subpart does not authorize
the discharge of oil or noxious liquid
substances (NLS) in a manner
prohibited by United States or
international laws or regulations. Ballast
water carried in any tank containing a
residue of oil, NLS, or any other
pollutant must be discharged in
accordance with the applicable
regulations.

(f) This subpart does not affect or
supersede any requirement or
prohibition pertaining to the discharge
of ballast water into the waters of the
United States under the Federal Water
Pollution Control Act (33 U.S.C. 1251 to
1376).

§151.2045 What are the mandatory
recordkeeping requirements?

(a) The master, owner, operator, or
person in charge of a vessel carrying
ballast water into the waters of the
United States after operating beyond the
EEZ, unless specifically exempted by
§151.2010 or §151.2015 shall keep in
written form, records that include the
following information (Note: Ballast
tank is any tank or hold that carries
ballast water regardless of design):

(1) Vessel information. Include the—

(i) Name;

(ii) International Maritime
Organization (IMO) Number (official
number if IMO number not issued);

(iii) Vessel type;

(iv) Owner or operator;

(v) Gross tonnage;

(vi) Call sign; and

(vii) Port of Registry (Flag).

(2) Voyage information. Include the
date and port of arrival, vessel agent,
last port and country of call, and next
port and country of call.

(3) Total ballast water information.
Include the total ballast water capacity,
total volume of ballast water on board,
total number of ballast water tanks, and
total number of ballast water tanks in
ballast. Use units of measurements such
as metric tons (MT), cubic meters (m3),
long tons (LT), and short tons (ST).

(4) Ballast Water Management.
Include the total number of ballast
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tanks/holds that are to be discharged
into the waters of the United States or
to a reception facility. If an alternative
ballast water management method is
used, please note the number of tanks
that were managed using an alternative
method, as well as the type of method
used. Indicate whether the vessel has a
ballast water management plan and IMO
guidelines on board, and whether the
ballast water management plan is used.

(5) Information on ballast water tanks
that are to be discharged into the waters
of the United States or to a reception
facility. Include the following:

(i) The origin of ballast water. This
includes date(s), location(s), volume(s)
and temperature(s) (If a tank has been
exchanged, list the loading port of the
ballast water that was discharged during
the exchange.).

(ii) The date(s), location(s), volume(s),
method, thoroughness (percentage
exchanged if exchange conducted), sea
height at time of exchange if exchange
conducted, of any ballast water
exchanged or otherwise managed.

(iii) The expected date, location,
volume, and salinity of any ballast water
to be discharged into the waters of the
United States or a reception facility.

(6) Discharge of sediment. If sediment
is to be discharged within the
jurisdiction of the United States include

the location of the facility where the
disposal will take place.

(7) Certification of accurate
information. Include the master, owner,
operator, person in charge, or
responsible officer’s printed name, title,
and signature attesting to the accuracy
of the information provided and
certifying compliance with the
requirements of this subpart.

(8) Change to previously submitted
information.

(i) Indicate whether the information is
a change to information previously
submitted for this voyage.

(i) The master, owner, operator, or
person in charge of a vessel subject to
this section, must retain a signed copy
of this information on board the vessel
for 2 years.

(iii) The information required of this
subpart may be used to satisfy the
ballast water recordkeeping
requirements for vessels subject to
§151.2040(a) and (b).

(iv) A sample form and the
instructions for completing the form are
in the appendix to this subpart. If you
complete the ““‘Ballast Water Reporting
Form’ contained in the IMO Guidelines
or complete the ballast water
information section of the St. Lawrence
Seaway required ‘‘Pre-entry Information
Flagged Vessels Form,” then you have
met the requirements of this section.

§151.2050 What methods are used to
monitor compliance with this subpart?

(a) The COTP may take samples of
ballast water and sediment, examine
documents, and make other appropriate
inquiries to assess the compliance of
any vessel subject to this subpart.

(b) The master, owner, operator, or
person in charge of a vessel subject to
this section, shall make available to the
COTP the records required by
§151.2045 upon request.

(c) The NBIC will compile the data
obtained from submitted reports. This
data will be used, in conjunction with
existing databases on the number of
vessel arrivals, to assess vessel reporting
rates.

§151.2055 Where are the alternate
exchange zones located? [Reserved]

§151.2060 What must each application for
approval of an alternative compliance
technology contain? [Reserved]

§151.2065 What is the standard of
adequate compliance determined by the
ANSTF for this subpart? [Reserved]

Appendix to Subpart D of Part 151—
Ballast Water Reporting Form and
Instructions for Ballast Water
Reporting Form

BILLING CODE 4910-15-P
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INSTRUCTIONS FOR BALLAST WATER REPORTING FORM
(Please write in English and PRINT legibly.)

Is this an Amended Ballast Reporting Form?: Check Yes or No. Amendments should be submitted if there are any
differences between actual ballast discharges and discharge information reported in a prior form. Please mark “Yes” if
this form amends a previously submitted ballast reporting form.

SECTION 1. VESSEL INFORMATION

Vessel Name: Print the name of the vessel clearly.
IMO Number: Fill in identification number of the vessel used by the International Maritime Organization.
Owner: Write in the name of the registered owner(s) of the vessel. If under charter, enter Operator name.

Type: List specific vessel type. Use the following abbreviations: bulk (be), roro (rr), container (es), tanker (ts),
passenger (pa), oil/bulk ore (ob), general cargo (gc), reefer (rf). Write out any additional vessel types.

GT: What is the Gross Tonnage of the vessel?
Call Sign: Write in the official call sign.
Flag: Fill in the full name of the country under whose authority the ship is operating. No abbreviations please.

SECTION 2. VOYAGE INFORMATION

Arrival Port: Write in the name of your first port of call after entering the U.S. EEZ or St. Lawrence Seaway. No abbreviations.
Arrival Date: Fill in the arrival date to the above port. Please use European date format (DDMMY'Y).
Agent: List agent used for current port.

Last Port: Fill in the last port at which the vessel called immediately before entering the U.S. EEZ.
No abbreviations please.

Country of Last Port: Fill in the last country at which the vessel called immediately before entering the U.S. EEZ.
No abbreviations please.

Next Port: Fill in the port at which the vessel will call immediately after departing the current port
(“Current Port”="Arrival Port” above). No abbreviations please.

Country of Next Port: Fill in the country of “Next Port” at which the vessel will call immediately after current port. No
abbreviations please.

SECTION 3. BALLAST WATER

Total Ballast Water on Board:
Volume: What was the total volume of ballast water on board upon arrival into the waters of U.S. EEZ? Do not count potable
water.
Units: Please include volume units (m®, MT, LT, ST).
Number of Tanks in Ballast: Count the number of ballast tanks and holds with ballast as vessel enters waters inside the
United States EEZ.
Total Ballast Water Capacity:
Volume: What is the maximum volume of ballast water used when no cargo is on board?
Units: Please include volume units (m®, MT, LT, ST).
Total Number of Tanks on Ship: Count all tanks and holds that can carry ballast water (do not include tanks that carry
potable water).

SECTION 4. BALLAST WATER MANAGEMENT

Total No. of tanks to be discharged: Count only tanks and holds with ballast to be discharged into waters inside the United
States EEZ or into an approved reception facility. Count all tanks and holds separately (e.g., port and starboard tanks should be
counted separately).

Of tanks to be discharged, how many Underwent Exchange: Count all tanks that are to be discharged into waters of the
United States or into an approved reception facility.

Of tanks to be discharged, how many Underwent Alternative Management: Count all tanks that are to be discharged into
waters of the United States or an approved reception facility.

Please specify alternative method(s) used, if any: Specifically, describe methods used for ballast management.
If no ballast treatment conducted, state reason why not: This applies to all tanks and holds being discharged into waters of the
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United States or into an approved reception facility.

Ballast Management Plan on board?: Is there a written document on board, specific to your vessel, describing the
procedure for ballast management? This should include safety and exchange procedures (usually provided by vessel’s owner or
operator). Check Yes or No.

Management Plan implemented?: Do you follow the above management plan? Check Yes or No.

IMO Ballast Water Guidelines on board?: Is there a copy of the International Maritime Organization (IMO) Ballast
Water Guidelines on board this vessel (i.e. “Guidelines for the Control and Management of Ship’s Ballast Water to
Minimize the Transfer Aquatic Organisms and Pathogens”, [Res. A.868(20)])? Check Yes or No.

SECTION 5. BALLAST WATER HISTORY

(Record all tanks to be deballasted in port state of arrival: If none, go to #6)
Tanks/Holds: Please list all tanks and holds that you have discharged or plan to discharge into waters of the United States
or
into an approved reception facility (write out, or use codes listed below table). Follow each tank across the page listing all
source(s), exchange events, and/or discharge events separately. List each tank on a separate line. Port and starboard tanks
with identical ballast water histories may be included on same line. Please use an additional page if necessary, being careful
to include ship name, date, and IMO number at the top of each. For tanks with multiple sources: list 3 largest sources from
last 30 days on separate lines. If more than 3 sources, include a 4th line for the respective tank(s) that indicated "Multiple" in
port column and list the remaining tank volume not included in the 3 largest sources (i.e., total tank volume minus volume of
the 3 largest sources). See example #1 on sample ballast reporting form.

-BW SOURCES
Date: Record date of ballast water uptake. Use European format (DDMMYY).

Port or latitude/longitude: Record location of ballast water uptake, no abbreviations for ports.

Volume: Record total volume of ballast water uptake, with volume units.

Temp: Record water temperature at time of ballast water uptake, in degrees Celsius (include units).

-BW MANAGEMENT PRACTICES-
Date: Date of ballast water management practice. If exchanges occurred over multiple days, list the day when
exchanges were completed. Use European format (DDMMY'Y).

Endpoint or latitude/longitude: Report location of ballast water management practice. If an exchange occurred over an
extended distance, list the end point latitude and longitude.

Volume: Report total volume of ballast water moved (i.e., gravitated and pumped into tanks, discharged to reception facility)
during management practice , with units.

% Exch.: (Note: for effective flow through exchange, this value should be at least 300%).

Total Volume added by Refill or Flow Through
Capacity of Ballast Tank or Hold

% Exchange = x (100%)
Methed: Indicate management method using code (ER = empty/refill, FT = flow through, ALT = alternative method).

Sea Ht . (m): Estimate the sea height in meters at the time of the ballast water exchange if this method was used. (Note: this is
the combined height of the wind-seas and swell, and does not refer to water depth).

-BW DISCHARGES-

Date: Date of ballast water discharge. Use European format (DDMMYY).

Port or latitude/longitude: Report location of ballast water discharge, no abbreviations for ports.

Volume: Report volume of ballast water discharged, with units.

Salinity: Document salinity of ballast water at the time of discharge, with units (i.e., specific gravity (sg) or parts
per thousand (ppt)). :

SECTION 6. TITLE AND SIGNATURE

Responsible officer’s name and title (printed) and signature: Print name and title, include signature.



Federal Register/Vol. 64, No. 94/Monday, May 17, 1999/Rules and Regulations

26688

:JUNLVYNDIS ANV GIALNIHd ‘F1LIL ANV IWVN S.HIDI440 318ISNOJS3H "9

0 = 49410 ‘HO = PIOH OBIED ‘S1 = ap|sdOL "L M = BuIW ‘ad = woilog 2|anoqd 'dv = Yeadljy 'dd = jeadaio4 :S8poQ jueL JAIEM Iselieg

(w) ST Ajsjesedes
(suun) (suun) 'ONOT V1 AAMWWQA | ‘1K 114/43) yox3 (syun) 'ONOT “LVT AAMWN/QQ | (shun) (snun) 'ONOT LV ANWW/AQ | syueyseoinos
ALININVS | 3WNTIOA 0 1HOd 31va v3S | QOHIan % IWNIOA LNIOJGN3 31va dW3L | 3NNTOA 10 1HOd 3iva ajdunws i1
: SPIOH
S3IOHVHOSIAO Mg S30110vdd INTJWIODVNVYIN M8 S30HNOS m8 /syuey

(papaau se sjaays jeuoippe asn) 9# OL OO ‘INON 4l ‘IeAue jo aiels Wod ) pajse|ieqap aq o} sHuel [|e p1093d :AHOLSIH HILVM LSVT1IVE 'S
OoN [ds3r clloz)gesy sai] pieoq uo sauyepinb ejem isejieq QWi
[1ON [ S3A ¢pauswaldw ueid juswabeuey [0 ON [ S3A ¢pieoq uo ueld juswebeuew isejeg

:J0u Aum UOSEaI BlElS ‘PeIoNPUOD JusLLIBS) ISB|E] OU j|

:Aue Ji ‘pasn (s)poyiaw anneuss)je Ajoads ases|d

_ _ Juawabeuey BAlRUIBYY Juemiapun _H_ :ebueyoxg Juamispun  :Auew moy ‘pabieydsip aq o} Syuel JO

H“_ :pabieyosip aq 0} syue | Joje M ISejieg ON [BloL LINIWIOVNVIN HILVM 1SVTIVE v

| _ :bejg

diyS uo sMue] Jo 'ON [Bl0L  swuny QWN|OA ‘HOd 1X8N Jo Anuno) ‘Hod IxaN ubis 18D
:Ruoede) Jele M Isejjeg [elo pIRY)

_ _ :10d ISET jo Aunon Hod i1se :adA L

1Se||eg ui syue] JO "ON suun BWNOA Juaby HEDTYS)
:pJeog uo Jale M Isejjeq [elo) :aleq [eAllY JequINN ONWI

(LS ‘17 ‘1w ‘;w) mojeg spyun Ayoads -HOd [BAllY -BWEN [8SSAA

ALlIDVdVO ANV 3DVSN HILVM LSVT1Iva '€ NOLLYIWHOZNI 3DVAOA ‘¢ NOILVINHOANI T3SS3A 'L

LJON []S3A ¢WHOJ DNILHOGIYH 1SVTTvE G3ANIWY NV SIHL SI
WHO4 ONILHOd3Y H3ILVM 1SvTive




Federal Register/Vol. 64, No. 94/Monday, May 17, 1999/Rules and Regulations

26689

Where to send this form.

Vessels bound for Great Lakes:

United States or Canadian Flag vessel bound for the Great Lakes

Fax the form to the COTP Buffalo 315-764-3283 at least 24 hours before the vessel arrives in
Montreal, Quebec.

Any other Flag vessel bound for the Great Lakes

Fax the form to the COTP Buffalo 315-764-3283 at least 24 hours before the vessel arrives in
Montreal, Quebec, or;

Complete the ballast water information section of the St. Lawrence Seaway required “Pre-entry
Information from Foreign Flagged Vessels Form” and submit it in accordance with the
applicable Seaway notice.

Vessels bound for the Hudson River North Of George Washington Bridge

Vessel bound for the Hudson River north of the George Washington Bridge

Fax the form to the COTP New York at 718-354-4249 before the vessel enters the waters of the
United States (12 miles from the baseline).

Vessels bound for all other United States Ports

Vessel bound for all ports within the waters of the United States other than the Great
Lakes or Hudson River north of the George Washington Bridge

Before the vessel departs from the first port of call in the waters of the United States send the
form by one of the three following methods:

e Mail the form to the U.S. Coast Guard, c¢/o Smithsonian Environmental Research
Center (SERC), P.O. Box 28, Edgewater, MD 21037-0028;

e Transmit the form electronically to the National Ballast Information Clearinghouse
(NBIC) at www.serc.si.edu\invasions\ballast.htm); or

e Fax the form to the Commandant, U.S. Coast Guard, c/o the NBIC at 301-261-4319.

If any information changes, send an amended form before the vessel

departs the waters of the United States.
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Dated: May 11, 1999.
R.C. North,

Assistant Commandant for Marine Safety and
Environmental Protection.

[FR Doc. 99-12266 Filed 5-14-99; 8:45 am]
BILLING CODE 4910-15-C

FEDERAL EMERGENCY
MANAGEMENT AGENCY

44 CFR Part 65
[Docket No. FEMA-7284]

Changes in Flood Elevation
Determinations

AGENCY: Federal Emergency
Management Agency (FEMA).

ACTION: Interim rule.

SUMMARY: This interim rule lists
communities where modification of the
base (1% annual chance) flood
elevations is appropriate because of new
scientific or technical data. New flood
insurance premium rates will be
calculated from the modified base flood
elevations for new buildings and their
contents.

DATES: These modified base flood
elevations are currently in effect on the
dates listed in the table and revise the
Flood Insurance Rate Map(s) in effect
prior to this determination for each
listed community.

From the date of the second
publication of these changes in a
newspaper of local circulation, any
person has ninety (90) days in which to
request through the community that the
Associate Director for Mitigation
reconsider the changes. The modified
elevations may be changed during the
90-day period.

ADDRESSES: The modified base flood
elevations for each community are
available for inspection at the office of
the Chief Executive Officer of each
community. The respective addresses
are listed in the following table.

FOR FURTHER INFORMATION CONTACT:
Matthew B. Miller, P.E., Chief, Hazards

Study Branch, Mitigation Directorate,
500 C Street SW., Washington, DC
20472, (202) 646-3461, or (e-mail)
matt.miller@fema.gov.
SUPPLEMENTARY INFORMATION: The
modified base flood elevations are not
listed for each community in this
interim rule. However, the address of
the Chief Executive Officer of the
community where the modified base
flood elevation determinations are
available for inspection is provided.

Any request for reconsideration must
be based upon knowledge of changed
conditions, or upon new scientific or
technical data.

The modifications are made pursuant
to Section 201 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4105,
and are in accordance with the National
Flood Insurance Act of 1968, 42 U.S.C.
4001 et seq., and with 44 CFR part 65.

For rating purposes, the currently
effective community number is shown
and must be used for all new policies
and renewals.

The modified base flood elevations
are the basis for the floodplain
management measures that the
community is required to either adopt
or to show evidence of being already in
effect in order to qualify or to remain
qualified for participation in the
National Flood Insurance Program
(NFIP).

These modified elevations, together
with the floodplain management criteria
required by 44 CFR 60.3, are the
minimum that are required. They
should not be construed to mean that
the community must change any
existing ordinances that are more
stringent in their floodplain
management requirements. The
community may at any time enact
stricter requirements of its own, or
pursuant to policies established by other
Federal, State, or regional entities.

The changes in base flood elevations
are in accordance with 44 CFR 65.4.

National Environmental Policy Act

This rule is categorically excluded
from the requirements of 44 CFR Part

10, Environmental Consideration. No
environmental impact assessment has
been prepared.

Regulatory Flexibility Act

The Associate Director for Mitigation
certifies that this rule is exempt from
the requirements of the Regulatory
Flexibility Act because modified base
flood elevations are required by the
Flood Disaster Protection Act of 1973,
42 U.S.C. 4105, and are required to
maintain community eligibility in the
NFIP. No regulatory flexibility analysis
has been prepared.

Regulatory Classification

This interim rule is not a significant
regulatory action under the criteria of
Section 3(f) of Executive Order 12866 of
September 30, 1993, Regulatory
Planning and Review, 58 FR 51735.

Executive Order 12612, Federalism

This rule involves no policies that
have federalism implications under
Executive Order 12612, Federalism,
dated October 26, 1987.

Executive Order 12778, Civil Justice
Reform

This rule meets the applicable
standards of Section 2(b)(2) of Executive
Order 12778.

List of Subjects in 44 CFR Part 65

Flood insurance, Floodplains,
Reporting and recordkeeping
requirements. Accordingly, 44 CFR Part
65 is amended to read as follows:

PART 65—[AMENDED)]

1. The authority citation for part 65
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,

1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§65.4 [Amended]

2. The tables published under the
authority of § 65.4 are amended as
follows:

Date and name of news- . .
State and county Location paper where notice was Chief executive officer of community Eﬁrﬁgg\{f?cgﬁé% of ComNrgunlty
published :
Alaska: Unorga- Municipality of An- | March 24, 1999, March The Honorable Rick Mystrom, Mayor, | February 19, 1999 020005
nized Borough. chorage. 31, 1999. Municipality of P.O. Box 196650,
Anchorage, Alaska 99519-6650.
California:.
Placer ............. City of Rocklin ..... March 24, 1999, March The Honorable Connie Cullivan, | February 22, 1999 060242
31, 1999, The Placer Mayor, City of Rocklin, 3980
Herald. Rocklin Road, Rocklin, California
95677.
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Date and name of news-

State and county Location paper where notice was Chief executive officer of community Eﬁect(lj\_/fe d?te of ComNmunlty
published modification o.
Riverside ........ City of San Diego | April 7, 1999, April 14, The Honorable Susan Golding, | March 16, 1999 ... 060295
1999, San Diego Mayor, City of San Diego, 202 C
Union-Tribune. Street, 11th Floor (MS 11A), San
Diego, California 92101.
Colorado:
Denver ............ City and County ... | March 17, 1999, March The Honorable Wellington Webb, | February 12, 1999 080046
24, 1999, The Denver Mayor, City and County of Denver,
Post. 1437 Bannock Street, Denver, Col-
orado 80202.
Lincoln ............ Town of Limon ..... March 11, 1999, March The Honorable Ted Bandy, Mayor, | February 23, 1999 080109
18, 1999, Limon Leader. Town of Limon, P.O. Box 9,
Limon, Colorado 80282-0009.
Hawaii: Hawaii ....... Unincorporated March 11, 1999, March The Honorable Stephen K. | February 5, 1999 155166
Areas. 18, 1999, Hawaii-Trib- Yamashiro, Mayor, Hawaii County,
une Herald. 25 Aupuni Street, Hilo, Hawaii
96720.
Nevada:
Clark ......ccccc.... Unincorporated March 18, 1999, March The Honorable Yvonne Atkinson | June 23, 1999 ..... 320003
Areas. 25, 1999, Las Vegas Gates, Chairperson, Clark County
Review-Journal. Board of Supervisors, 500 Grand
Central Parkway, Las Vegas, Ne-
vada 89155.
Washoe .......... City of Reno ........ March 24, 1999, March The Honorable Jeff Griffin, Mayor, | March 1, 1999 ..... 320020
31, 1999, Reno Ga- City of Reno, P.O. Box 1900,
zette-Journal. Reno, Nevada 89505.
Washoe .......... Unincorporated March 24, 1999,March The Honorable Joanne Bond, Chair- | March 1, 1999 ..... 320019
Areas. 31, 1999, Reno Ga- person, Washoe County, Board of
zette-Journal. Supervisors, P.O. Box 11130,
Reno, Nevada 89520.
Clark ......ccoeeue. City of Las Vegas | March 18, 1999,March The Honorable Jan Laverty Jones, | June 23, 1999 ..... 325276
25, 1999, Las Vegas Mayor, City of Las Vegas, 400
Review-Journal. East Stewart Avenue, North Las
Vegas, Nevada 89101-2986.
Clark ......ccco..... City of North Las March 18, 1999,March The Honorable Michael Montandor, | June 23, 1999 ..... 320007
Vegas. 25, 1999, Las Vegas Mayor, City of North Las Vegas,
Review-Journal. P.O. Box 4086, North Las Vegas,
Nevada 89036.
New Mexico: Santa | City of Santa Fe .. | March 9, 1999, March 16, | The Honorable Larry Delgado, | June 14, 1999 ..... 350070
Fe. 1999, The Santa Fe Mayor, City of Santa Fe, P.O. Box
New Mexican. 909, 200 Lincoln Avenue, Santa
Fe, New Mexico 87504.
Oklahoma:
Garfield ........... City of Enid .......... April 23, 1999, April 30, The Honorable Mike Cooper, Mayor, | March 26, 1999 ... 400062
1999, Enid News and City of Enid, P.O. Box 1768, Enid,
Eagle. Oklahoma 73702.
Oklahoma ....... City of Oklahoma | March 18, 1999, March The Honorable Kirk Humphreys, | February 12, 1999 405378
City. 25, 1999, Daily Oklaho- Mayor, City of Oklahoma City, 200
man. North Walker, Suite 302, Okla-
homa City, Oklahoma 73102.
Oregon: Multnomah | City of Portland .... | March 19, 1999, March The Honorable Vera Katz, Mayor, | March 1, 1999 ..... 410183
26, 1999, The Orego- City of Portland, 1221 Southwest
nian. Fourth Avenue, Room 340, Port-
land, Oregon 97204.
Texas:
Bexar .............. City of Converse .. | March 11, 1999, March The Honorable John Steinberg, | February 12, 1999 480038
18, 1999, Herald News- Mayor, City of Converse, P.O. Box
paper. 36, Converse, Texas 78109.
Dallas, Denton, | City of Dallas ....... March 19, 1999, March The Honorable Ron Kirk, Mayor, City | Feburary 26, 1999 480171
Collin, 26, 1999, Dallas Morn- of Dallas, City Hall, 1500 Marilla,
Rockwall, ing News. Dallas, Texas 75201.
and Kauf-
man.
Tarrant ............ City of Fort Worth | March 18, 1999, March The Honorable Kenneth Barr, Mayor, | December 14, 480596
25, 1999, Fort Worth City of Fort Worth, 1000 1999.
Star-Telegram. Throckmorton Street, Fort Worth,
Texas 76102-6311.
Dallas ............. City of Garland .... | March 25, 1999, April 1, The Honorable Jim Stence, Mayor, | February 26, 1999 485471
1999, The Garland City of Garland, P.O. Box 469002,
News. Garland, Texas 75046—9002.
Dallas ............. City of Irving ........ March 4, 1999, March 11, | The Honorable Morris H. Parrish, | February 1, 1999 480180

1999, Irving News.

Mayor, City of Irving, P.O. Box
152288, Irving, Texas 75015-2288.
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. Date and name of news- . : ) . Effective date of Communit
State and county Location paper where notice was Chief executive officer of community dification No Yy
published mo :
Tarrant ............ City of North Rich- | April 8, 1999, April 15, The Honorable Charles Scoma, | March 16, 1999 ... 480607
land Hills. 1999, Fort Worth Star- Mayor, City of North Richland Hills,
Telegram. P.O. Box 820609, North Richland
Hills, Texas 76182—0609.
Lamar ............. City of Paris ......... March 23, 1999, March The Honorable Eric Clifford, Mayor, | June 28, 1999 ..... 480427
30, 1999, Paris News. City of Paris, P.O. Box 9037,
Paris, Texas 75461-9037.
Wichita ........... City of Wichita March 19, 1999, March The Honorable Kay Yeager, Mayor, | February 26, 1999 480662
Falls. 26, 1999, Wichita Falls City of Wichita Falls, 1300 Seventh
Times/Record News. Street, Wichita Falls, Texas 76301.
Washington:
Grays Harbor City of Aberdeen February 26, 1999, March | The Honorable Chuck Gurrad, | September 3, 530058
5, 1999, The Daily Mayor, City of Aberdeen, 200 East 1999.
World. Market Street, Aberdeen, Wash-
ington 98520.
Spokane ......... Unincorporated March 24, 1999, March The Honorable Kate McCaslin, | February 24, 1999 530174
Areas. 31, 1999, Spokesman- Chairman, Board of Commis-
Review. sioners, Spokane County, 1116
West Broadway Avenue, Spokane,
Washington 99260-0100.
Wyoming: Carbon Town of Baggs .... | March 16, 1999, March The Honorable Donald R. Bain, | February 19, 1999 560009
23, 1999, Rawling Daily Mayor, Town of Baggs, P.O. Box
Times. 300, Baggs, Wyoming 82321.

(Catalog of Federal Domestic Assistance No.
83.100, “Flood Insurance™)

Dated: May 6, 1999.
Michael J. Armstrong,
Associate Director for Mitigation.
[FR Doc. 99-12347 Filed 5-14-99; 8:45 am]
BILLING CODE 6718-04-P

FEDERAL EMERGENCY
MANAGEMENT AGENCY

44 CFR Part 65

Changes in Flood Elevation
Determinations

AGENCY: Federal Emergency
Management Agency (FEMA).

ACTION: Final rule.

SUMMARY: Modified base (1% annual
chance) flood elevations are finalized
for the communities listed below. These
modified elevations will be used to
calculate flood insurance premium rates
for new buildings and their contents.
EFFECTIVE DATES: The effective dates for
these modified base flood elevations are
indicated on the following table and
revise the Flood Insurance Rate Map(s)
in effect for each listed community prior
to this date.

ADDRESSES: The modified base flood
elevations for each community are
available for inspection at the office of
the Chief Executive Officer of each
community. The respective addresses
are listed in the following table.

FOR FURTHER INFORMATION CONTACT:
Matthew B. Miller, P.E., Chief, Hazards
Study Branch, Mitigation Directorate,

Federal Emergency Management
Agency, 500 C Street SW., Washington,
DC 20472, (202) 646-3461, or (e-mail)
matt.miller@fema.gov.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
makes the final determinations listed
below of the final determinations of
modified base flood elevations for each
community listed. These modified
elevations have been published in
newspapers of local circulation and
ninety (90) days have elapsed since that
publication. The Associate Director has
resolved any appeals resulting from this
notification.

The modified base flood elevations
are not listed for each community in
this notice. However, this rule includes
the address of the Chief Executive
Officer of the community where the
modified base flood elevation
determinations are available for
inspection.

The modifications are made pursuant
to Section 206 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4105,
and are in accordance with the National
Flood Insurance Act of 1968, 42 U.S.C.
4001 et seq., and with 44 CFR part 65.

For rating purposes, the currently
effective community number is shown
and must be used for all new policies
and renewals.

The modified base flood elevations
are the basis for the floodplain
management measures that the
community is required to either adopt
or to show evidence of being already in
effect in order to qualify or to remain
qualified for participation in the

National Flood Insurance Program
(NFIP).

These modified elevations, together
with the floodplain management criteria
required by 44 CFR 60.3, are the
minimum that are required. They
should not be construed to mean that
the community must change any
existing ordinances that are more
stringent in their floodplain
management requirements. The
community may at any time enact
stricter requirements of its own, or
pursuant to policies established by other
Federal, State, or regional entities.

These modified elevations are used to
meet the floodplain management
requirements of the NFIP and are also
used to calculate the appropriate flood
insurance premium rates for new
buildings built after these elevations are
made final, and for the contents in these
buildings.

The changes in base flood elevations
are in accordance with 44 CFR 65.4.

National Environmental Policy Act

This rule is categorically excluded
from the requirements of 44 CFR Part
10, Environmental Consideration. No
environmental impact assessment has
been prepared.

Regulatory Flexibility Act

The Associate Director for Mitigation
certifies that this rule is exempt from
the requirements of the Regulatory
Flexibility Act because modified base
flood elevations are required by the
Flood Disaster Protection Act of 1973,
42 U.S.C. 4105, and are required to
maintain community eligibility in the
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NFIP. No regulatory flexibility analysis
has been prepared.

Regulatory Classification

This final rule is not a significant
regulatory action under the criteria of
Section 3(f) of Executive Order 12866 of
September 30, 1993, Regulatory
Planning and Review, 58 FR 51735.

Executive Order 12612, Federalism

This rule involves no policies that
have federalism implications under
Executive Order 12612, Federalism,
dated October 26, 1987.

Executive Order 12778, Civil Justice

Reform

This rule meets the applicable

standards of Section 2(b)(2) of Executive

Order 12778.
List of Subjects in 44 CFR Part 65

Flood insurance, Floodplains,
Reporting and recordkeeping
requirements.

Accordingly, 44 CFR part 65 is
amended to read as follows:

PART 65—[AMENDED)]

1. The authority citation for part 65
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§65.4 [Amended]

2. The tables published under the
authority of §65.4 are amended as
follows:

Dates and name of news- ) .
State and county Location paper where notice was Chief executive officer of community Eﬁrﬁcg\f d?te of ComNmunlty
published odification o.
Arizona:
Maricopa City of Phoenix .... | December 22, 1998, De- | The Honorable Skip Rimsza, Mayor, | November 19, 040051
(FEMA cember 29, 1998 Ari- City of Phoenix, 200 West Wash- 1998.
Docket No. zona Republic. ington Street, 11th Floor, Phoenix,
7272). Arizona 85003-1611.
Pima, (FEMA Unincorporated December 15, 1998, De- | The Honorable Mike Boyd, Pima | November 20, 040073
Docket No. Areas. cember 22, 1998 Ari- County Board of Supervisors, 130 1998.
7272). zona Daily Star. West Congress, Fifth Floor, Tuc-
son, Arizona 85701.
Pima, (FEMA City of Tucson ..... December 2, 1998, De- The Honorable George Miller, Mayor, | November 3, 1998 040076
Docket No. cember 9, 1998 Arizona City of Tucson P.O. Box 27210,
7268). Daily Star. Tucson, Arizona 85726.
California:
Santa Clara City of Gilroy ........ December 11, 1998, De- | The Honorable K. A. Mike Gilroy, | November 10, 060340
(FEMA cember 18, 1998 Gilroy Mayor, City of Gilroy, 7351 1998.
Docket No. Dispatch. Rosanna Street, Gilroy, California
7272). 95020.
Orange, City of Lake For- December 1, 1998, De- The Honorable Peter Herzog, Mayor, | March 8, 1999 ..... 060759
(FEMA est. cember 8, 1998 Orange City of Lake Forest, 23161 Lake
Docket No. County Register. Center Drive, Suite 100, Lake For-
7268). est, California 92630.
Sacramento Unincorporated November 23, 1998, No- | The Honorable llla Collin, Chair- | October 23, 1998 060262
(FEMA Areas. vember 30, 1998 Sac- person, Sacramento County,
Docket No. ramento Bee. Board of Supervisors, 700 H
7264). Street, Room 2450, Sacramento,
California 95814.
Colorado
Gilpin, (FEMA | City of Black December 11, 1998, De- | The Honorable Kathryn Eccker, | November 9, 1998 080076
Docket No. Hawk. cember 18, 1998 Mayor, City of Black Hawk, P.O.
7272). Weekly Register Call. Box 17, Black Hawk, Colorado
80422.
El Paso, Unincorporated December 10, 1998, De- | The Honorable Charles C. Brown, | November 9, 1998 080059
(FEMA Areas. cember 17, 1998, The Chairman, El Paso County, Board
Docket No. Tribune. of Commissioners, 27 East
7272). Vermijo Avenue, Third Floor, Colo-
rado Springs, Colorado 80903-
2208.
Jefferson, Unincorporated December 16, 1998, De- | The Honorable Michelle, Chair- | December 3, 1998 080087
(FEMA Areas. cember 23, 1998 Col- person, Jefferson County, Board of
Docket No. umbine County Courier. Commissioners, 100 Jefferson
7272). County Parkway, Suite 5550,
Golden, Colorado 80419.
Ouray, (FEMA | City of Ouray ....... December 3, 1998, De- The Honorable Jim Miller, Mayor, | November 9, 1998 080137
Docket No. cember 10, 1998, City of Ouray, P.O. Box 468,
7268). Ouray County Ouray, Colorado 81427.
Plaindealer.
Ouray, (FEMA | Unincorporated December 3, 1998, De- The Honorable Alan Staehle, Chair- | November 9, 1998 080136
Docket No. Areas. cember 10, 1998, man, Ouray County, Board of
7268). Ouray County Commissioners, P.O. Box C,
Plaindealer. Ouray, Colorado 81427.
Kansas: McPher- City of McPherson | December 3, 1998, De- The Honorable Vernon L. Dossett, | November 4, 1998 200217
son (FEMA cember 10, 1998, Mayor, City of McPherson, P.O.
Docket No. 7268). McPherson Sentinel. Box 1008, McPherson, Kansas
67460.
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Dates and name of news- . .
State and county Location paper where notice was Chief executive officer of community Effect(lj\_/fe d?te of ComNmunlty
published modification o.
New Mexico: Dona | City of Las Cruces | November 18, 1998, No- | The Honorable Rubin A. Smith, | October 23, 1998 355332
Ana, (FEMA vember 25, 1998, The Mayor, City of Las Cruces, P.O.
Docket No. 7264). Sun News. Box 20000, Las Cruces, New Mex-
ico 88004.
Oklahoma:
Oklahoma, City of Oklahoma | November 18, 1998, No- | The Honorable Ronald Norick, | November 2, 1998 405378
(FEMA City. vember 25, 1998 Daily Mayor, City of Oklahoma City, 200
Docket No. Oklahoman. North Walker, Suite 302, Okla-
7268). homa City, Oklahoma 73102.
Oklahoma, City of Oklahoma | December 2, 1998, De- The Honorable Kirk Humphreys, | November 6, 1998 405378
(FEMA City. cember 9, 1998, Daily Mayor, City of Oklahoma City, 200
Docket No. Oklahoman. North Walker, Suite 302, Okla-
7268). homa City, Oklahoma 73102.
Texas:
Bexar, (FEMA | City of Alamo December 10, 1998, De- | The Honorable Robert Biechlin, | March 17, 1999 ... 480036
Docket No. Heights. cember 17, 1998, North Mayor, City of Alamo Heights,
7272). San Antonio Times. 6116 Broadway, San Antonio,
Texas 78209.
Tarrant, City of Fort Worth | December 1, 1998, De- The Honorable Kenneth Barr, Mayor, | November 5, 1998 480596
(FEMA cember 8, 1998, Fort City of Fort Worth, 1000
Docket No. Worth Star-Telegram. Throckmorton Street, Fort Worth,
7268). Texas 76102-6311.
Hays, (FEMA Unincorporated December 2, 1998, De- The Honorable Eddy Etheredge, | November 6, 1998 480321
Docket No. Areas. cember 9, 1998, San Hays County Judge, Hays County
7268). Marcos Daily Record. Courthouse, 111 East San Antonio
Street, San Marcos, Texas 78666.
Dallas, (FEMA | City of Irving ........ December 17, 1998, De- | The Honorable Morris H. Parrish, | November 20, 480180
Docket No. cember 24, 1998, Irving Mayor, City of Irving, P.O. Box 1998.
7272). News. 152288, Irving, Texas 75015-2288.
Bell, (FEMA City of Killeen ...... December 22, 1998, De- | The Honorable Fred Latham, Mayor, | November 20, 480031
Docket No. cember 29, 1998, City of Killeen, P.O. Box 1329, 1998.
7272). Killeen Daily Herald. Killeen, Texas 76540.
Dallas, (FEMA | City of Mesquite .. | November 20, 1998, No- | The Honorable Mike Anderson, | November 2, 1998 485490
Docket No. vember 27, 1998, Dal- Mayor, City of Mesquite, P.O. Box
7268). las Morning News. 850131, Mesquite, Texas 75185-—
0137.
Bexar, (FEMA | City of San Anto- | December 10, 1998, De- | The Honorable Howard W. Peak, | March 17, 1999 ... 480045
Docket No. nio. cember 17, 1998, North Mayor, City of San Antonio, P.O.
7272). San Antonio Times. Box 839966, San Antonio, Texas
78283-3966.
Travis, (FEMA | Unincorporated November 18, 1998, No- | The Honorable Bill Aleshire, Travis | October 26, 1998 481026
Docket No. Areas. vember 25, 1998, Aus- County Judge, P.O. Box 1748,
7264). tin American Statesman. Austin, Texas 78767-1748.

(Catalog of Federal Domestic Assistance No.

83.100, “Flood Insurance.”)
Dated: May 6, 1999.
Michael J. Armstrong,
Associate Director for Mitigation.
[FR Doc. 99-12349 Filed 5-14-99; 8:45 am]
BILLING CODE 6718-04-P

FEDERAL EMERGENCY
MANAGEMENT AGENCY

44 CFR Part 67
Final Flood Elevation Determinations

AGENCY: Federal Emergency
Management Agency (FEMA).

ACTION: Final rule.

SUMMARY: Base (1% annual chance)
flood elevations and modified base
flood elevations are made final for the
communities listed below. The base

flood elevations and modified base
flood elevations are the basis for the
floodplain management measures that
each community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
remain qualified for participation in the
National Flood Insurance Program
(NFIP).

EFFECTIVE DATE: The date of issuance of
the Flood Insurance Rate Map (FIRM)
showing base flood elevations and
modified base flood elevations for each
community. This date may be obtained
by contacting the office where the FIRM
is available for inspection as indicated
in the table below.

ADDRESSES: The final base flood
elevations for each community are
available for inspection at the office of
the Chief Executive Officer of each
community. The respective addresses
are listed in the table below.

FOR FURTHER INFORMATION CONTACT:
Matthew B. Miller, P.E., Chief, Hazards
Study Branch, Mitigation Directorate,
Federal Emergency Management
Agency, 500 C Street SW., Washington,
DC 20472, (202) 646-3461, or (e-mail)
matt.miller@fema.gov.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
makes final determinations listed below
of base flood elevations and modified
base flood elevations for each
community listed. The proposed base
flood elevations and proposed modified
base flood elevations were published in
newspapers of local circulation and an
opportunity for the community or
individuals to appeal the proposed
determinations to or through the
community was provided for a period of
ninety (90) days. The proposed base
flood elevations and proposed modified
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base flood elevations were also
published in the Federal Register.

This final rule is issued in accordance
with Section 110 of the Flood Disaster
Protection Act of 1973, 42 U.S.C. 4104,
and 44 CFR part 67.

FEMA has developed criteria for
floodplain management in floodprone
areas in accordance with 44 CFR part
60.

Interested lessees and owners of real
property are encouraged to review the
proof Flood Insurance Study and FIRM
available at the address cited below for
each community.

The base flood elevations and
modified base flood elevations are made
final in the communities listed below.
Elevations at selected locations in each
community are shown.

National Environmental Policy Act

This rule is categorically excluded
from the requirements of 44 CFR part
10, Environmental Consideration. No
environmental impact assessment has
been prepared.

Regulatory Flexibility Act

The Associate Director for Mitigation
certifies that this rule is exempt from
the requirements of the Regulatory
Flexibility Act because final or modified
base flood elevations are required by the
Flood Disaster Protection Act of 1973,
42 U.S.C. 4104, and are required to
establish and maintain community
eligibility in the NFIP. No regulatory
flexibility analysis has been prepared.

Regulatory Classification

This final rule is not a significant
regulatory action under the criteria of
Section 3(f) of Executive Order 12866 of
September 30, 1993, Regulatory
Planning and Review, 58 FR 51735.

Executive Order 12612, Federalism
This rule involves no policies that
have federalism implications under

Executive Order 12612, Federalism,
dated October 26, 1987.

Executive Order 12778, Civil Justice
Reform

This rule meets the applicable

standards of Section 2(b)(2) of Executive
Order 12778.

List of Subjects in 44 CFR Part 67

Administrative practice and
procedure, Flood insurance, Reporting
and recordkeeping requirements.

Accordingly, 44 CFR part 67 is
amended to read as follows:

PART 67—[AMENDED)]

1. The authority citation for part 67
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§67.11 [Amended]

2. The tables published under the
authority of §67.11 are amended as
follows:

Source of flooding and location

#Depth in
feet above
ground.
*Elevation
in feet
(NGVD)

#Depth in
feet above
ground.
*Elevation
in feet
(NGVD)

Source of flooding and location

California

Hillsborough (Town), San
Mateo County (FEMA
Docket No. 7270)

San Mateo Creek:
Approximately 415 feet
downstream of Baywood
AveNnue ..o
Approximately 515 feet up-
stream of El Cerrito Ave-
nue
Maps are available for in-
spection at the Town Engi-
neer’s Office, 1600 Flori-
bunda Avenue,
Hillsborough, California.

*32

*74

Colorado

Alamosa (City), Alamosa
County (FEMA Docket
No. 7270)

Rio Grande:

Approximately 800 feet
downstream of Broadway/
Fourth Street ..........ccccee...

Approximately 10,100 feet
upstream of State Avenue

Maps are available for in-
spection at the City of

Alamosa Public Works De-

partment, 314 Hunt,

Alamosa, Colorado.

*7,539

*7,545

Alamosa County (Unincor-
porated Areas) (FEMA
Docket No. 7270)

Rio Grande:

Approximately 10,800 feet
downstream of Denver
and Rio Grande Western
Railroad ..........cccovvveeeeenns

Approximately 17,500 feet
upstream of State Avenue

Maps are available for in-
spection at Land Use and

Administration, 402 Edison

Avenue, Alamosa, Colorado.

*7,534

*7,548

Severance
County
No. 7270)

(Town), Weld
(FEMA  Docket

Approximately 1,000 feet
downstream of Great
Western Railroad

Approximately 3,400 feet
upstream of County Road
Th i

Maps are available for in-
spection at the Town of

Severance Town Hall, 336

South First Street, Sever-

ance, Colorado.

Weld  County
porated Areas)
Docket No. 7270)

The Slough:

Approximately 1,050 feet
downstream of Great
Western Railroad

Approximately 6,500 feet
upstream of County Road
74>

Maps are available for in-
spection at the Weld Coun-
ty Planning and Zoning Of-
fice, 1400 North 17th Ave-
nue, Greeley, Colorado.

(Unincor-
(FEMA

Montana

Yellowstone County (Unin-
corporated Areas) (FEMA
Docket No. 7270)

Alkali Creek:
Downstream of Alkali Creek
Road ...coooeivieiiiiiee
Upstream of Alkali Creek
Road ...
Approximately 850 feet up-
stream of Alkali Creek
Road .....cccooovieiiieees
Maps are available for in-
spection at the Yellowstone
County Emergency and
General Services Depart-
ment, 217 North 27th, Room
309, Billings, Montana.

Nebraska

The Slough:

O’Neill (City), Holt County
(FEMA Docket No. 7270)

Elkhorn River:

Approximately 800 feet
downstream of County
Bridge 4536520 ................

Approximately 750 feet up-
stream of County Bridge
4525920

O’Neill Tributary:

Approximately 400 feet
downstream of Fulton
Street .o

Approximately 350 feet up-
stream of Bogue Avenue

*4,864

*4,878

*4,864

*4,889

*3,247

*3,250

*3,382

1*1,956

1*¥1,976

1+1,968

1¥1,999



26696

Federal Register/Vol. 64, No. 94/Monday, May 17, 1999/Rules and Regulations

#Depth in #Depth in #Depth in
feet above feet above feet above
Source of flooding and location *g{:\yaﬂ%n Source of flooding and location *Efg\l,’ar}%n Source of flooding and location *g{:\yaﬂ%n
) ) )
Maps are available for in- Maps are available for in- 3,800 feet upstream of
spection at the City of spection at the City of Bro- 193rd East Avenue .......... *668
O'Neill City Hall, 401 East ken Arrow City Hall, 115 Harlow Creek:
Fremont Street, O'Neill, Ne- East Commercial Street, 3,450 feet upstream of Edi-
braska. Broken Arrow, Oklahoma. SON St oo *663
5,850 feet upstream of Edi-
Oklahoma SON Street ....occovveeeeeeicnennas *669
: : Sand Springs (City), Tulsa Harlow Creek Tributary:
B(Iégxﬂ'gcggi’kglﬁli_%%%%y County (FEMA Docket 4,825 feet upstream of Edi-
P Creek: No. 7254) son Street ... *688
cfte%:/onﬂuerice of Posey Anderson Creek: 6,750 feet upstream of Edi- .
Creek Tributary ................ *611 Just upstream of 56th Street Son SUEEL ..o 699
' _ SOULN oo *736 Maps are available for in-
Little Haikey Creek: At Creek County boundary .. *744 spection at the Stormwater
Just upstream of Garnett . Maps are available for in- Design Offlc_e, 2317 South
ROAD coovvvvevvivses 624 spection at the City of Sand Jackson, Suite No. 302,
Just downstream of 111th . Springs Public Works Build- Tulsa, Oklahoma.
Map?t;(igta?/(;lijltzbig.f.c.>.rmi.r.1 """" 630 ing, 216 North Lincoln, Sand
spection at the City of Springs, Oklahoma. Tulsa County (Unincor-
Bixby City Hall, 116 West
: porated Areas) (FEMA
Needles Street, Bixby Okla- ) Docket No. 7254)
homa. Skiatook  (Town), Tulsa :
County (FEMA Docket Ancz’)eorsfon Creek: f
No. 7254) 700 feet upstream of con-
. Bird Creek: fluence with Fisher Creek *660
Brgléﬁ?]t;\ rr%vE,EAaty)'DggLse? At intersection of 186th Apl?rg;g?;ez géigosifgét
No. 7254) itjr:et and Cincinnati Ave- 650 (apt Croek Gounty bound-
Adams Creek: _ 1,000 feet west along 116th ANY) e *744
At the centerline of 5lst N Street North from its inter- Hominy Creek:
100 foet upstream of 1630 | | | ecton with Peoria Ave- 400 feet downstream of
N NUE oot *618 exas and Pacific rall-
East Avenue s 664 Hominy Creek: (171 [N *624
Broken Arrow Creek: At North 25th West Avenue Euchee Creek:
Jugttr‘égf”seozf?h(’f 101st v651 (Extended) .......oooovverrr. *626 350 feet upstream of U.S. .
500 feet upstream of 101st Rock Creek: JugltI %hvgﬁ%:rﬁ of WI||0W ........ 054
Street South ........ccceeeeeeen. *652 At the County Road, ap- Strezt *680
. proximately 5,000 feet up- | | | S T e
Coc\:/lngtlfr; %reek (/gd'azms stream of confluence with 11,500 rf]eet qusltreaE)m of
AL confLence with Adams Hominy Creek ... 625 Courty boundary) s 690
Creek ....oooveviiieeieeeeen *598 South Fork Horse _Cree_’k.' Maps are available for in-
200 feet upstream of East At confluence with Bird spection at the Tulsa Coun-
81st Street South ............. *627 Creek ..o, *633 ty Annex Building, 633 West
Covington Creek Tributary At Maple Street .................... 634 Third, Room 140, Tulsa,
(Adams Creek Tributary B— At the downstream side of Oklahoma.
1): Southern Pacific Railroad *644
1,200 feet upstream of con- Maps are available for in- Oregon
fluence with Covington spection at the. Town .Of.
Creek (Adams Creek Trib- Skiatook Municipal Building, Athena  (City), Umatilla
T A=) R *617 100 North Broadway, County (FEMA Docket
Lone Star Creek (Adams Skiatook, Oklahoma. No. 7270)
Creek Tributary D): Wildhorse Creek:
7,260 feet upstream of con- _ Approximately 1,970 feet
fluence with Adams Creek *698 T(‘:__'é:/l XCBY),I(TT’S\‘E\ C702U5'21t)y downstrearg of Labor
ocket No. Camp Road .........ccceeeneee *1,679
Sc?ﬁg[lgge/eg):(Adams Creek Mingo Creek: Approximate_ly at Fifth _Street *1,719
2,300 feet downstream of 100 feet upstream of 56th Maps are available for in-
’236th East Avenue ......... *605 Street North .........cccceeeeee *589 spection at the City O_f
150 feet downstream of Bird Creek: Athena, 215 South Third
236th East Avenue ......... *608 At 46th Street North (State Street, Athena, Oregon.
Timber Creek (Adams Creek Highway 266) ................... *584
Tributary A): Spunky Creek: . )
700 feet upstream of East 2,150 feet downstream of Umatilla County (Unincor-
71st Street South ............ *619 21st Street South ............. *631 porated Areas) (FEMA
4,800 feet upstream of 100 feet upstream of 193rd Docket No. 7270)
South 257th East Avenue *662 East Avenue ... *665 Wildhorse Creek:
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#Depth in
feet above
ground.
*Elevation
in feet
(NGVD)

Source of flooding and location

Approximately 2,600 feet
downstream of Damburn
Road .....ccooiiiiiee

Approximately at Fifth Street

Mill Creek:

Approximately 80 feet down-
stream of Henry Canyon
Bridge ....ccooooeeeiiiieiieees

Approximately 720 feet up-
stream of Forest Service
#65 Bridge .......ccccoeveeennnn.

Maps are available for in-
spection at the Umatilla

County Department of Re-

source Services and Devel-

opment, 216 Southeast

Fourth Street, Pendleton,

Oregon.

*1,671
*1,719

*2,199

*2,348

Texas

Montgomery County (and
Incorporated Areas)
(FEMA Docket No. 7270)

Bens Branch:

Approximately 2,900 feet
downstream of confluence
with Bens Branch Tribu-
tary 1

Just downstream of South-
ern Pacific Railroad ..........

Approximately 150 feet up-
stream of U.S. Route 59
South ..o,

Maps are available for in-
spection at 301 North

Thompson Street, Suite 208,

Conroe, Texas.

*74

*80

*81

1Value rounded to nearest whole foot.

(Catalog of Federal Domestic Assistance No.
83.100, “Flood Insurance.™)

Dated: May 6, 1999.
Michael J. Armstrong,
Associate Director for Mitigation.
[FR Doc. 99-12350 Filed 5-14-99; 8:45 am]
BILLING CODE 6718-04-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MM Docket No. 98-185; RM—-9355]

Radio Broadcasting Services; Ely and
Carlin, NV

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: The Commission, at the
request of L. Topaz Enterprises, Inc.,
substitutes Channel 244C for Channel
244C1, reallots Channel 244C from Ely,
NV, to Carlin, NV, as the community’s
first local aural service, and modifies
Station KHIX’s construction permit to
specify operation on Channel 244C1 and
Carlin as its community of license. See
63 FR 55831, October 19, 1998. Channel
244C can be allotted to Carlin in
compliance with the Commission’s
minimum distance separation
requirements with a site restriction of 1
kilometer (0.6 mile) west, at coordinates
40-42-47 NL; 116-07-18 WL, to
accommodate petitioner’s desired
transmitter site. With this action, this
proceeding is terminated.

DATES: Effective June 21, 1999.

FOR FURTHER INFORMATION CONTACT:
Leslie K. Shapiro, Mass Media Bureau,
(202) 418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Report
and Order, MM Docket No. 98-185,
adopted April 21, 1999, and released
May 7, 1999. The full text of this
Commission decision is available for
inspection and copying during normal
business hours in the FCC Reference
Center (Room 239), 1919 M Street, NW.,
Washington, DC. The complete text of
this decision may also be purchased
from the Commission’s copy contractor,
International Transcription Services,
Inc., (202) 857—-3800, 1231 20th Street,
NW, Washington, DC 20036.

List of Subjects in 47 CFR Part 73

Radio broadcasting.

Part 73 of Title 47 of the Code of
Federal Regulations is amended as
follows:

PART 73—[AMENDED]

1. The authority citation for Part 73
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 334. 336.

§73.202 [Amended]

2. Section 73.202(b), the Table of FM
Allotments under Nevada, is amended
by removing Channel 244C1 at Ely and
by adding Carlin, Channel 244C.
Federal Communications Commission.
John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12308 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P
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Proposed Rules

Federal Register

Vol. 64, No. 94
Monday, May 17, 1999

This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF JUSTICE
Immigration and Naturalization Service

8 CFR Part 103

[INS No. 1933-98; AG Order No. 2223-99]
RIN 1115-AE42

Adjustment of Small Volume

Application Fees of the Immigration
Examinations Fee Account

AGENCY: Immigration and Naturalization
Service, Justice.
ACTION: Proposed rule.

SUMMARY: This rule proposes to adjust
the Immigration and Naturalization
Service’s (Service) fee schedule of the
Immigration Examinations Fee Account
(IEFA) for certain small volume
immigration adjudication and
naturalization applications and
petitions (Forms 1-360, N-300, N-336,
and N-470). Fees collected from persons
filing these applications and petitions
are deposited into the IEFA and used to
fund the cost of processing immigration
adjudication and naturalization
applications and petitions and
associated support services. The Service
has determined that the current fees for
these four small volume applications
and petitions need to be adjusted. Of the
four small volume applications and
petitions, the fees for two are being
increased and two are being decreased.
This rule is necessary to ensure that the
fees charged accurately reflect the cost
of processing immigration adjudication
and naturalization applications and
petitions.

DATES: Written comments must be
submitted on or before July 16, 1999.
ADDRESSES: Please submit written
comments, in triplicate, to the Director,
Policy Directives and Instructions
Branch, Immigration and Naturalization
Service, 425 | Street, NW., Room 5307,
Washington, DC 20536. To ensure
proper handling, please reference INS
Number 1933-98 on your
correspondence. Comments are
available for public inspection at the

above address by calling (202) 514-3291
to arrange for an appointment.

FOR FURTHER INFORMATION CONTACT:
Charles J. Yaple, Senior Staff
Accountant, Fee Policy and Rate Setting
Branch, Office of Budget, Immigration
and Naturalization Service, on (202)
616-2754, or in writing at 425 | Street,
NW., Room 6240, Washington, DC
20536.

Detailed documentation of the rate-
setting process is available upon request
by calling (202) 616-2754.

SUPPLEMENTARY INFORMATION:

What Legal Authority Does the Service
Have To Charge Fees?

1. Departments of Commerce, Justice,
and State, the Judiciary, and Related
Agencies Appropriation Acts of 1989
and 1991

The Department of Commerce, Justice,
and State, the Judiciary, and Related
Agencies Appropriation Act, 1989
(Public Law 100-459) authorized the
Service to prescribe and collect fees to
recover the cost of providing certain
immigration adjudication and
naturalization services. Public Law 100—
459 also authorized the establishment of
the IEFA in the Treasury of the United
States. All revenue from fees collected
for the provision of immigration
adjudication and naturalization services
are deposited in the IEFA and “remain
available until expended to the Attorney
General to reimburse any appropriation
the amount paid out of such
appropriation for expenses in providing
immigration adjudication and
naturalization services and the
collection, safeguarding and accounting
for fees * * *.” 8 U.S.C. 1356(n).

In subsequent legislation, the
Departments of Commerce, Justice, and
State, the Judiciary, and Related
Agencies Appropriation Acts, 1991,
(Public Law 101-515), Congress further
provided that “‘fees for providing
adjudication and naturalization services
may be set at a level that will ensure
recovery of the full costs of providing all
such services, including the costs of
similar services provided without
charge to asylum applicants or other
immigrants. Such fees may also be set
at a level that will recover any
additional costs associated with the
administration of the fees collected.” 8
U.S.C. 1356(m).

2. The Independent Offices
Appropriation Act, 1952

The Service also employs the
authority granted through the
Independent Offices Appropriation Act,
1952, Pub. L. 82-137 (I0DAA) 31 U.S.C.
9701, commonly referred to as the *‘user
fee statute,” to develop its fees. The user
fee statute directs Federal agencies to
identify services provided to unique
segments of the population and to
charge fees for those services, rather
than supporting such services through
general tax revenues. The IOAA states
that *[i]t is the sense of Congress that
each service or thing of value provided
by an agency * * *toaperson* * *
is to be self-sustaining to the extent
possible.” 31 U.S.C. 9701(a). The IOAA
further provides that charges for such
services or things of value should be
based on “‘the costs to the Government;
the value of the service or thing to the
recipient; the public policy or interest
served; and other relevant facts.” 31
U.S.C. 9701(b).

3. The Chief Financial Officers Act of
1990

The Service must also conform to the
requirements of the Chief Financial
Officers Act of 1990 (“‘CFO Act”), Public
Law 101-576. Section 205(a)(8) of the
CFO Act requires each agency’s Chief
Financial Officer to ““review, on a
biennial basis, the fee, royalties, rents,
and other charges imposed by the
agency for services and things of value
it provides, and make recommendations
on revising those charges to reflect costs
incurred by it in providing those
services and things of value.” 31 U.S.C.
902(a)(8).

What Federal Cost Accounting and Fee
Setting Standards and Guidelines Are
Being Used?

1. Office of Management and Budget
(OMB) Circular No. A-25, User Charges

When developing fees for services, the
Service adheres to the principles
contained in OMB Circular Number A—
25, User Charges. OMB Circular A-25
states that, as a general policy, a “‘user
charge * * * will be assessed against
each identifiable recipient for special
benefits derived from Federal activities
beyond those received by the general
public.”

The guidance contained in OMB
Circular A-25 is applicable to the extent
that it is not inconsistent with any
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Federal statute. Specific legislative
authority to charge fees for services
takes precedence over OMB Circular A—
25 when the statute expressly designates
“who pays the charge; how much is the
charge; [or] where collections are
deposited.” When a statute does not
address issues of how to calculate fees
or what costs to include in the fee
calculation, Federal agencies must
follow the principles and guidance
contained in OMB Circular A-25 to the
fullest extent allowable. The guidance
directs Federal agencies to charge the
“full cost” of providing services when
calculating fees that provide a specific
benefit to recipients. The OMB Circular
A-25 defines full cost as ““all direct and
indirect costs to any part of the Federal
Government of providing a good,
resource, or service.” These costs
include, but are not limited to, an
appropriate share of:

« Direct and indirect personnel costs,
including salaries and fringe benefits
such as medical insurance and
retirement;

« Physical overhead, consulting, and
other indirect costs including material
and supply costs, utilities, insurance,
travel and rents or inputed rents on
land, buildings, and equipment;

« The management and supervisory
costs; and

¢ The costs of enforcement,
collection, research, establishment of
standards, and regulation.

2. Federal Accounting Standards
Advisory Board Statement of Federal
Financial Accounting Standards No. 4:
Managerial Cost Accounting Concepts
and Standards for the Federal
Government

When developing fees for services, the
Service also adheres to the cost
accounting concepts and standards
recommended by the Federal
Accounting Standards Advisory Board
(FASAB). The FASAB was established
in 1990, and its purpose is to
recommend accounting standards for
the Federal Government. In developing
its recommendations, the FASAB
considers the financial and budgetary

information requirements of the
Congress, executive agencies, and other
users of Federal financial information.

How Did the Service Determine the Full
Cost of Processing Immigration
Adjudication and Naturalization
Applications?

1. Phase I—Large Volume Applications/
Petitions

The Service conducted a review of the
IEFA in two phases to determine the full
cost of processing immigration
adjudication and naturalization
applications. Phase | sought to develop
a more consistent and reliable cost
accounting methodology focusing on 30
large volume applications and petitions
(volumes in excess of 10,000 per year).
This resulted in a proposed rule, which
detailed the Activity Based Costing
(ABC) approach and methodology used,
and proposed adjusted fees for 30
immigration adjudication and
naturalization petitions based on the
determination of the full cost to the
Service to perform the required
activities. The proposed rule was
published in the Federal Register on
January 12, 1998, at 63 FR 1775. The
final rule was published in the Federal
Register on August 14, 1998, at 63 FR
43604.

2. Phase lI—Small VVolume
Applications/Petitions

In a continuing effort to refine and
build upon the methodology and results
of the first study, the Service
implemented Phase Il of the IEFA fee
study. The primary objective was to add
more precision to the cost model for
certain small volume applications. For
the purposes of the IEFA studies, small
volume applications were defined as
those applications and petitions that
have annual volumes of less than 10,000
application and petition receipts. The
Service selected the ABC approach
because it is an operationally-based
technique that focuses on work
activities performed that produce an
output and consumes resources. Table 1
provides the small volume applications

that are the subject of this proposed
rule.

TABLE 1.—SMALL VOLUME
APPLICATIONS

Form Description

I-360 ........... Petition for Amerasian,
Widow(er), or Special Immi-
grant.

N-300 .......... Application to File Declaration
of Intention.

N-336 .......... Request for Hearing on a De-
cision in Naturalization Pro-
cedures.

N—-470 .......... Application to Preserve Resi-
dence for Naturalization
Purposes.

What Processes Were Used To
Determine the Adjustment of Fees?

1. Scope of Small Volume Application
Review

One of the primary objectives of the
IEFA Study was to evaluate the small
volume applications and include the
applications in the IEFA cost model.
The small volume application
evaluation and analysis included: (1)
incorporating small volume application
expenses deducted from the IEFA
budget base; and (2) assigning activity
processing model activities to the small
volume applications.

2. Small Volume Applications
Resources

Since small volume applications were
not included in the Phase | IEFA Study,
amounts representing the imputed cost
of the small volume applications were
deducted from the budget base. For the
purposes of the Phase | IEFA Study, it
was assumed that the cost of processing
a small volume application was equal to
the fee in effect at the time. As a result,
the small volume application fees were
multiplied by the projected FY 1998
small volume application workload
volume to identify the projected
revenue to deduct from the budget base.
Table 2 provides the small volume
application resources deducted from the
Phase | IEFA Study cost model.

TABLE 2.—SMALL VOLUME APPLICATION RESOURCES DEDUCTED FROM THE PHASE | IEFA COST MODEL

Phase | pro- :
Form No. jected FY Current fee ri?éﬁfé%g
1998 volume

8,196 $80.00 $655,680

991 75.00 74,325

3,956 110.00 435,160

423 115.00 48,645

................................................ 1,213,810
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The $1.2 million in projected
resources for processing small volume
applications was deducted from the
budget base of each IEFA funded
program involved in processing these
applications. The amount deducted
from each program was based on the
percentage of full time equivalents
(FTEs) represented by the program in
proportion to the total FTEs of the
programs combined. The inclusion of
small volume applications in the Phase
Il IEFA Study required incorporating the
$1.2 million small volume application
resources deducted during the Phase |
IEFA Study.

The small volume application
resources were assigned to the program
areas from which the resources were
deducted in the Phase | IEFA Study.
After the small volume application
resources were assigned to the
respective program areas, the resources
were assigned to the Application
Processing Model (APM) activities
based on the results of the Phase | IEFA
Study FTE surveys for each program
area. The APM is a narrative and
graphical representation (i.e., a map or
flowchart of the activities, worksteps, or

tasks) of an application process. The
APM was developed to show the
activities involved in processing
applications and to serve as the primary
basis for associating resources with cost
objects (applications). The APM enabled
the study team to link the resources
required by the Service to perform its
processing activities with the
applications.

3. Assigning Activities to Small Volume
Applications

With the small volume expenses
included in the Phase Il cost model, the
next step was to assign the activities to
these applications. Small volume
applications are processed in the same
manner as other IEFA funded
applications. Therefore, the activities
identified in the Phase | IEFA Study
APM were used to evaluate the small
volume applications. To ensure
consistency with the Phase | study, the
same methodology and approach was
used to assign activities to applications.

In the Phase | study, the nine primary
activities were assigned to the
immigration adjudication and
naturalization applications and

petitions based on the percentage of
projected workload volume for the
application or petition. These
assignments were then weighted by the
time required to perform each activity
(cycle time) for each application or
petition. The percentage of weighted
volume represented by an application
determines the percentage of activity
cost assigned to the application.
Including the small volume applications
in the Phase Il IEFA cost model required
identifying the FY 1998 workload
projections, and determining the time
required to perform each small volume
application activity. Once these data
elements were identified, the percentage
of activity costs applicable to the small
volume applications was calculated.

4. Small Volume Application Volumes

The first step in assigning the APM
activities to small volume applications
was to identify the projected FY 1998
workload volumes for the applications.
The volumes in Table 3 represent the
most recent workload projections
developed by the Service and used in
the fee study.

TABLE 3.—PROJECTED ANNUAL APPLICATION WORKLOAD VOLUMES

Small volume . Phase Il projected
form Description annual volume
=360 ............ Petition for Amerasian, Widow(er), or Special IMMIgrant ...........c.cooeiiiiiiiiiiiene e 8,919
N-300 ........... Application to File Declaration of Intention .............cccccovvieiniieennnen. 1,015
N-336 ........... Request for Hearing on a Decision in Naturalization Procedures ... 4,500
N—-470 ........... Application to Preserve Residence for Naturalization PUIPOSE ........c..cooiiiiiiiiiieiiiiieeiiee e 382

5. Small Volume Application Data
Gathering Approach

Once the small volume application
business volumes were identified, the
next step was to determine the activity
cycle times for each application. In the
Phase | IEFA Study, applications and
petitions activity cycle times were
identified by performing statistical
sampling and observation at various
service centers and district offices. The
Phase | study cycle time collection
relied on observing enough application
activity combinations to ensure
statistical validity.

Small volume applications by
definition are not processed in the same
volume as other IEFA applications. The
service centers and district offices do
not process enough small volume
applications to ensure that personal
observations could be performed during
site visits. As a result, the Phase Il study
determined that observing enough small
volume application and activity
combinations to ensure statistical

validity could not be performed in a
timely or cost effective manner.

The study determined that the best
approach to identify small volume
application activity cycle times would
be to conduct telephone interviews with
highly experienced Service personnel
involved in processing small volume
applications. The highly experienced
Service personnel identified were from
different geographical locations. The
objective of each telephone interview
was to identify the activities and tasks
required to process each small volume
application and to identify the
estimated time required to perform the
activity or task.

6. Telephone Interview Preparation

Prior to conducting each telephone
interview, procedures were developed
for conducting the interview. The
following steps were performed prior to
the interview:

Step 1. In this step, the contact person
was provided with a description of the
fee study and the APM definitions, and

asked to review the APM, identifying
the areas of the APM that applied to
their application. The contact person
was requested to identify any questions
they had on the activities and tasks
listed on the APM.

Step 2. This step consisted of a
discussion, after the initial review by
the contact person, of any questions that
he/she had on the APM. It was
important that the contact person and
the interviewer have the same
understanding of the APM prior to
asking timing questions. The contact
person was asked to determine if there
were any activities or tasks for the
application not listed in the APM.

Step 3. Preparation for this step
involved a discussion of the application
processing activities, including the
“unique” and ““‘common’ activities. A
determination was made on whether the
small volume application was processed
the same as other applications for
*‘common’ activities. It was made clear
that the interviewee had to understand
the terms *‘unique” and “‘common”
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before discussing application cycle
times.

Step 4. This phase involved
determining whether an activity was
“unique,” and making a listing of all
tasks the contact person completes in
the processing of the application. If the
contact person does not list a particular
task under an activity, the person must
ascertain whether the task is either not
done for that activity, or processed by
another person. If processed by another
person, obtain a contact person for that
particular activity.

Step 5. This step was performed after
the first four initial steps and involved
the timing interview, which consisted of
the following steps:

(1) For each task listed, ask the
contact person how long it takes on
average to complete the task;

(2) Ask the contact person how long
they have worked for the Service, and
how much experience the contact
person has with their application;

(3) Determine when the contact
person last worked on adjudicating the
application;

(4) Ask the contact person if there are
any circumstances that would make
processing of the application different at
other Service offices;

(5) Determine the volume of
applications processed at the contact
person’s location; and

(6) Determine if the contact person is
aware of any changes to the form that
may affect its processing time.

7. Cycle Time Collection

After the telephone interview
procedures were conducted, the Service
collected cycle time estimates from the
small volume application interviewees.
Cycle time estimates were provided by
the interviewee for each “unique” task
performed in processing the small
volume application. The interviewee
also identified each *‘common’ task
performed in processing the small
volume application. Common activity
and task cycle times were collected in
the Phase | IEFA Study, and represent
the time required to perform an activity
or task regardless of the type of
application. For example, opening the
mail is one of the tasks performed
within the common activity “Receive
Application or Petition.” The activity
and task are common because they
require the same amount of time to
perform regardless of the type of
application in the envelope.

The results of the telephone
interviews were compiled to determine
the cycle time required to perform each
activity and task for an application.
Each small volume application cycle
time estimate identified in the
telephone interview was weighted by
the volume of the application processed
at the location of the interviewee. As a
result, the response of interviewees at
locations processing higher quantities of
an application were weighted more than
the results from locations that process
fewer volumes. The weighted cycle
times for each location were then

summed and divided by the total
applications processed at all locations.
The result was the normalized cycle
time to perform each small volume
activity.

In addition to performing interviews,
the study team collected Form I-360
adjudication cycle times at the Nebraska
Service Center (NSC). The study team
collected cycle times by making
personal observations of the time
required to adjudicate the Form [-360.
These procedures consisted of the
following data collection assumptions:

(1) Selection of persons to be observed
would be on a random basis;

(2) All applications received by the
Service are in random order, therefore,
the observation of applications
processing on a first-in, first-out basis
would maintain this randomness;

(3) Site visit team members would not
be restricted in their observations by site
personnel; and

(4) All site visit team members would
have similar equipment and training.

The Form I-360 adjudication cycle
times were weighted by the volume of
the applications processed at the NSC.
These results were combined with the
Vermont Service Center Form 1-360
telephone interview estimates to
determine the cycle time to process each
activity and task for the Form 1-360.
The cycle time estimates to perform
each small volume application activity
in minutes and fractions are provided in
Table 4.

TABLE 4.—SMALL VOLUME APPLICATION CYCLE TIMES (MINUTES)

Activity 1-360 N-300 N-336 N-470

RECEIVE ..ttt h ettt ekt e et h ettt naeeeaee s 4.71 2.24 .89 .89
RECOIA FEE ..t 1.40 1.40 1.40 1.40
([T o T QAN o] ol [oz= i o] 4 I B - L - N PO P SO UPOUPTOPRURRPIN 4.68 .95 N/A N/A
MANAGE RECOIUS ...eiiiiiiiiiiiie ettt e ettt e ettt e ettt e e stb e e e sabe e e e sateeeeabneaeanneeaas 5.65 13.93 6.02 5.57
Adjudicate APPLICALIONS .....cocueeiiiiiie ittt 49.06 7.90 77.48 26.16
Prepare OULJOING ......couiiiiiiiieiie ittt et sttt sbe e 1.67 .65 1.83 3.35
ISSUE BN PrOGUCT ..ottt ettt b et N/A 9.25 7.42 N/A
RESPONA O INQUITY ..ottt 7.68 N/A 2.73 9.87

Lo = L USSR ST URRPRRPN 74.85 36.32 97.77 47.24

8. Small Volume Application Costs

The final step in performing the small
volume application analysis was to
calculate the cost to process each
application. With the APM activities
assigned to small volume applications
based on projected FY 1998 workload
volumes weighted by application
activity cycle times, the study team

determined the total annual cost to
process each small volume application.
The total small volume application
activity costs were divided by the
projected FY 1998 workload volumes to
determine a unit cost for each small
volume application activity. The sum of
the small volume application activity
costs is the total unit cost to process the

small volume application. (The unit cost
per application identifies the cost
required to produce one unit, e.g., one
application, based on the activities
consumed in producing that unit/
application.) Table 5 provides the FY
1998 activity unit cost and total unit
cost to process each small volume
application.
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TABLE 5.—SMALL VOLUME APPLICATION FY 1998 UNIT COSTS

Activity 1-360 N-300 N-336 N-470

RECBIVE ..ttt ettt et ettt et e e bt sae e $3.78 $1.10 $.44 $.44
Record Fee 1.69 1.66 1.66 1.66
INput APPIICALION DALA .......oiviiiiiiiieiieeiee e 7.00 1.02 .00 .00
MaNAGE RECOTIS ....vviiiiiiiiieitie ettt ettt et 6.75 20.42 8.83 8.17
Adjudicate Application .. 75.34 14.02 137.50 46.42
Prepare Outgoing ......... 4.35 1.61 4.54 8.31
Issue End Product ..... .00 10.94 12.40 .00
ReSPONd t0 INQUITY ..eiiiiiiiieie et 10.95 .00 3.89 14.07

Total FY 1998 UNit COSE ....coovviieiieiieiesieeeseere e 109.86 50.77 169.26 79.07

The Service is authorized to set the
immigration and naturalization fees at a
level that will recover the costs of
providing all immigration adjudication
and naturalization services “including
the costs of similar services provided
without charge to asylum applicants or
other immigrants.” 8 U.S.C. 1356(m). In
addition, the fees must be set
sufficiently high enough to recover the
costs of fee waivers that are granted.
However, because of the small volumes
associated with these applications, the
amount derived from the calculation to
determine waiver/exempt costs and the
asylum and refugee surcharge was so

insignificant that it has not been
included as part of the costs for these
applications.

What Are Our Conclusions and
Proposed Fee Adjustments?

The objectives of the small volume
application analysis were to determine
the full cost of processing the
applications and to include the
applications in the IEFA cost model.
The small volume application analysis
was performed in accordance with the
methodology implemented in the Phase
I IEFA Study. The analysis required
incorporating small volume application

revenues into the IEFA cost model that
were deducted during the Phase | IEFA
Study, and identifying and quantifying
drivers to assign the APM activities to
the small volume applications. The unit
costs identified in Table 5 represent the
Service’s cost to process each small
volume application.

The Service is proposing to increase
two and decrease two of the small
volume fees associated with this study.
Table 6 identifies the proposed fees to
be increased as well as the fees to be
decreased. The proposed fee has been
rounded to the nearest whole $5
amount.

TABLE 6.—SMALL VOLUME APPLICATION PROPOSED FEE SCHEDULE ADJUSTMENTS

Form Description Total cost Current fee Proposed fee
I-360 ............ Petition for Amerasian, Widow(er), or Special Immigrant ..............cccccceevveennn. $109.86 $80.00 $110.00
N-300 .......... Application to File Declaration of Intention ...........ccccocceeiiiiiiniennne 50.77 75.00 50.00
N-336 .......... Request for Hearing on a Decision in Naturalization Procedures ... 169.26 110.00 170.00
N-470 .......... Application to Preserve Residence for Naturalization Purposes 79.07 115.00 80.00

Regulatory Flexibility Act

The Attorney General, in accordance
with 5 U.S.C. 605(b), has reviewed this
regulation and, by approving it, certifies
that this rule will not have a significant
economic impact on a substantial
number of small entities. Of the four
applications or petitions covered under
this proposed rule, only two of the fees
are being increased and the other two
fees are being decreased. In addition,
small volume applications refer to fewer
than 10,000 applications per year. Total
projected revenues for all four
applications or petitions for FY 1998
amounts to $1,827,400. Normally, these
applications and petitions would
generally be filed by individuals as
opposed to small businesses.

Unfunded Mandates Reform Act of
1995

This rule will not result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more

in any 1 year, and it will not
significantly or uniquely affect small
governments. This rule will only affect
persons who file certain applications or
petitions for immigration benefits.
Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

Small Business Regulatory Enforcement
Fairness Act of 1996

This rule is not a major rule as
defined by section 251 of the Small
Business Regulatory Enforcement
Fairness Act of 1996. 5 U.S.C. 804. This
rule will not result in an annual effect
on the economy of $100 million or
more; a major increase in costs or prices;
or significant adverse effects on
competition, employment, investment,
productivity, innovation, or on the
ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets.

Executive Order 12866

This rule is not considered by the
Department of Justice to be a
“significant regulatory action’ under
Executive Order 12866, section 3(f),
Regulatory Planning and Review,
because it will have an annual effect on
the economy of less than $100 million.
Without the proposed increases/
decreases, the Service estimates that it
will collect $1.3 million in fees for
immigration and adjudication services
for these four small volume applications
in FY 1998. With the proposed fee
adjustments, the Service will collect
approximately $1.8 million. The
implementation of this proposed rule
will provide the Service with an
additional $.5 million in revenue over
the revenue that would be collected
under the current fee structure. This
revenue increase is a recovery of costs
based on workload volumes required to
process these applications.
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Executive Order 12612

The regulations proposed herein will
not have substantial direct effects on the
States, on the relationship between the
National Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this rule does not
have sufficient federalism implications
to warrant the preparation of a
Federalism Assessment.

Executive Order 12988: Civil Justice
Reform

This proposed rule meets the
applicable standards set forth in
sections 3(a) and 3(b)(2) of Executive
Order 12988.

List of Subjects in 8 CFR Part 103

Administrative practice and
procedure, Authority delegations
(Government agencies), Fees, Forms,
Freedom of information, Privacy,
Reporting and recordkeeping,
requirements, Surety bonds.

Accordingly, part 103 of chapter I of
title 8 of the Code of Federal
Regulations is proposed to be amended
as follows:

PART 103—POWERS AND DUTIES OF
SERVICE OFFICERS; AVAILABILITY
OF SERVICE RECORDS

1. The authority citation for part 103
continues to read as follows:

Authority: 5 U.S.C. 552, 552(a); 8 U.S.C.
1101, 1103, 1201, 1252 note, 1252b, 1304,
1356; 31 U.S.C. 9701; E.O. 12356, 47 FR
14874, 15557; 3 CFR, 1982 Comp., p.166; 8
CFR part 2.

2.In §103.7, paragraph (b)(1) is
amended by revising the entries for the
following forms listed, to read as
follows:

§103.7 Fees.

* * * * *
(b) * * *
(1) * * *

* * * * *

Form I-360. For filing a petition for
an Amerasian, Widow(er), or Special
Immigrant—$110.00, except there is no
fee for a petition seeking classification
as an Amerasian.

* * * * *

Form N-300. For filing an application for
declaration of intention—$50.00.

Form N-336. For filing request for hearing
on a decision in naturalization proceedings
under section 336 of the Act—$170.00.

* * * * *

Form N-470. For filing an application for
section 316(b) or 317 of the Act benefits—
$80.00.

* * * * *
Dated: May 11, 1999.
Janet Reno,
Attorney General.
[FR Doc. 99-12375 Filed 5-14-99; 8:45 am]
BILLING CODE 4410-10-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 98-NM-372-AD]

RIN 2120-AA64

Airworthiness Directives; Learjet

Model 23, 24, 25, 28, 29, 31, 55, and 60
Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
adoption of a new airworthiness
directive (AD) that is applicable to
certain Learjet Model 23, 24, 25, 28, 29,
31, 55, and 60 series airplanes. This
proposal would require a one-time
detailed visual inspection of the
electrical wire leads of the horizontal
stabilizer anti-ice system to verify that
the numbers on the wire leads correctly
correspond to the numbers on the
connected airframe wiring; installation
of a wire ID strap on the left- and right-
hand sides of each terminal block; and
installation of a warning placard. This
proposal is prompted by a report of
severe flight control buffeting of a
Learjet Model 55 series airplane due to
a malfunction of the horizontal
stabilizer anti-ice system. The actions
specified by the proposed AD are
intended to prevent undetected
accretion of ice on the leading edge of
the horizontal stabilizer, which could
result in the loss of pitch control and
consequent reduced controllability of
the airplane.

DATES: Comments must be received by
July 1, 1999.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 98—NM—
372-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.
Comments may be inspected at this
location between 9:00 a.m. and 3:00
p.m., Monday through Friday, except
Federal holidays.

The service information referenced in
the proposed rule may be obtained from
Learjet, Inc., One Learjet Way, Wichita,
Kansas 67209-2942. This information
may be examined at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at
the FAA, Small Airplane Directorate,
Wichita Aircraft Certification Office,
1801 Airport Road, Room 100, Mid-
Continent Airport, Wichita, Kansas.

FOR FURTHER INFORMATION CONTACT: Jose
Flores, Senior Aerospace Engineer,
Systems and Propulsion Branch, ACE—
116W, FAA, Small Airplane Directorate,
Wichita Aircraft Certification Office,
1801 Airport Road, Room 100, Mid-
Continent Airport, Wichita, Kansas
67209; telephone (316) 946—4133; fax
(316) 946-4407.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this notice may be changed in light
of the comments received.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: ‘““Comments to
Docket Number 98—-NM-372—-AD.” The
postcard will be date stamped and
returned to the commenter.

Availability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
98-NM-372—-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055-4056.
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Discussion

The FAA has received a report
indicating that a Learjet Model 55 series
airplane declared an emergency during
flight due to severe flight control
buffeting; the airplane landed safely.
Following a detailed visual inspection
of the horizontal stabilizer anti-ice
system, it was determined that the
wiring on two terminal strips was
incorrectly connected, which caused
electrical heating elements of the anti-
ice system to operate out of sequence
and allowed ice to build up on the
horizontal stabilizer. When operating
correctly, the center electrical heating
element is provided with continuous
electrical power. Incorrect wiring can
cause the center element to cycle on and
off and, subsequently, the anti-ice
system will not function properly,
which can cause the ice to build up on
the leading edge of the horizontal
stabilizer. Further investigation revealed
that during routine maintenance of the
airplane’s anti-ice system, the wire
numbers connecting the airplane wiring
through two terminal strips were
incorrectly matched to the electrical
heating elements in the leading edge,
which led to miswiring of the
connection. This condition, if not
corrected, could result in undetected
accretion of ice on the leading edge of
the horizontal stabilizer, and
consequent loss of pitch control and
reduced controllability of the airplane.

Explanation of Relevant Service
Information

The FAA has reviewed and approved
Learjet Service Bulletins SB 23/24/25—
30-3, (for Model 23, 24, and 25 series
airplanes), SB 28/29-30-3 (for Model 28
and 29 series airplanes), SB 31-30-05
(for Model 31 series airplanes), SB 55—
30-3 (for Model 55 series airplanes),
and SB 60—30-4 (for Model 60 series
airplanes); all dated October 27, 1998;
which describe procedures for a one-
time detailed visual inspection of the
electrical wire leads of the horizontal
stabilizer anti-ice system to verify that
the numbers on the wire leads correctly
correspond to the numbers on the
connected airframe wiring; installation
of a wire ID strap on the left- and right-
hand sides of each terminal block; and
installation of a warning placard. The
new placard will provide clear and
visible warning that reads:
“WARNING—PROPER CONNECTION
OF BOOT WIRING IS CRITICAL, REFER
TO WIRING/SERVICE MANUAL.”
Accomplishment of the actions
specified in the service bulletins is
intended to adequately address the
identified unsafe condition.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other products of this same
type design, the proposed AD would
require accomplishment of the actions
specified in the service bulletins
described previously, except as
discussed below.

Differences Between Proposed Rule and
Service Bulletins

Operators should note that, although
the service bulletins recommend
accomplishing the detailed visual
inspection and installations within 300
flight hours (after the release of the
service bulletin), the FAA has
determined that a compliance time of
300 flight hours would not address the
identified unsafe condition in a timely
manner. In developing an appropriate
compliance time for this proposed AD,
the FAA considered not only the
manufacturer’s recommendation, but
the degree of urgency associated with
addressing the subject unsafe condition,
the average utilization of the affected
fleet, and the time necessary to perform
the inspection and installations (one
work hour). In light of all of these
factors, the FAA finds a 100-flight-hour
compliance time for initiating the
required actions to be warranted, in that
it represents an appropriate interval of
time allowable for affected airplanes to
continue to operate without
compromising safety.

Cost Impact

There are approximately 1,010
airplanes of the affected design in the
worldwide fleet. The FAA estimates that
806 airplanes of U.S. registry would be
affected by this proposed AD, that it
would take approximately 1 work hour
per airplane to accomplish the proposed
inspection and installations, and that
the average labor rate is $60 per work
hour. Required parts would be provided
by the manufacturer at no cost to the
operators. Based on these figures, the
cost impact of the proposed AD on U.S.
operators is estimated to be $48,360, or
$60 per airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the proposed requirements of this AD
action, and that no operator would
accomplish those actions in the future if
this AD were not adopted.

Regulatory Impact

The regulations proposed herein
would not have substantial direct effects
on the States, on the relationship
between the national government and

the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
in accordance with Executive Order
12612, it is determined that this
proposal would not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

For the reasons discussed above, |
certify that this proposed regulation (1)
is not a ““significant regulatory action”
under Executive Order 12866; (2) is not
a “‘significant rule”” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

Learjet: Docket 98—-NM-372-AD.

Applicability: Model 23, 24, 25, 28, 29, 31,
55, and 60 series airplanes; as listed in
Learjet Service Bulletins SB 23/24/25-30-3,
SB 28/29-30-3, SB 31-30-05, SB 55-30-3,
and SB 60-30—4, all dated October 27, 1998;
certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (b) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
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this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent undetected accretion of ice on
the leading edge of the horizontal stabilizer,
which could result in the loss of pitch
control and consequent reduced
controllability of the airplane, accomplish
the following:

One-Time Inspection

(a) Within 100 flight hours after the
effective date of this AD: Perform a one-time
detailed visual inspection of the electrical
wire leads of the horizontal stabilizer anti-ice
system to verify that the numbers on the wire
leads correctly correspond to the numbers on
the connected airframe wiring, in accordance
with Learjet Service Bulletins SB 23/24/25—
30-3, (for Model 23, 24, and 25 series
airplanes), SB 28/29-30-3 (for Model 28 and
29 series airplanes), SB 31-30-05 (for Model
31 series airplanes), SB 55-30-3 (for Model
55 series airplanes), or SB 60-30-4 (for
Model 60 series airplanes); all dated October
27,1998; as applicable.

Note 2: For the purposes of this AD, a
detailed inspection is defined as: “An
intensive visual examination of a specific
structural area, system, installation or
assembly to detect damage, failure or
irregularity. Available lighting is normally
supplemented with a direct source of good
lighting at intensity deemed appropriate by
the inspector. Inspection aids such as mirror,
magnifying lenses, etc. may be used. Surface
cleaning and elaborate access procedures
may be required.”

Corrective Action

(1) If no discrepancy is detected during the
inspection required by paragraph (a) of this
AD: Concurrent with the inspection, install a
wire ID strap on the left- and right-hand sides
of each terminal block, and install a warning
placard on each terminal block, in
accordance with the applicable service
bulletin.

(2) If any discrepancy is detected during
the inspection required by paragraph (a) of
this AD: Prior to further flight, repair the
discrepancy in accordance with the
procedures specified in Chapter 30 of the
Learjet Airplane Wiring Manual. Concurrent
with the repair, install a wire ID strap on the
left- and right-hand sides of each terminal
block, and install a warning placard on each
terminal block; in accordance with the
applicable service bulletin.

Alternative Methods of Compliance

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Wichita
Aircraft Certification Office (ACO), FAA,
Small Airplane Directorate. Operators shall
submit their requests through an appropriate
FAA Principal Maintenance Inspector, who
may add comments and then send it to the
Manager, Wichita ACO.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Wichita ACO.

Special Flight Permits

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

Issued in Renton, Washington, on May 10,
1999.
D.L. Riggin,
Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.
[FR Doc. 99-12298 Filed 5-14-99; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71
[Airspace Docket No. 95-AWA-4]

Proposed Modification of the Orlando
Class B Airspace Area, Orlando, FL;
and Modification of the Orlando
Sanford Airport Class D Airspace Area,
Sanford, FL

AGENCY: Federal Aviation
Administration (FAA) DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This notice proposes to
modify the Orlando Class B airspace
area, Orlando, FL; and the Orlando
Sanford Airport Class D airspace area,
Sanford, FL. Specifically, this action
proposes to modify several subareas
within the lateral boundaries of the
existing Orlando Class B airspace area;
and lower the vertical limits of the
Orlando Sanford Airport Class D
airspace area. The FAA is proposing this
action to enhance safety, reduce the
potential for midair collision, and
improve the management of air traffic
operations into, out of, and through the
Orlando terminal area while
accommodating the concerns of airspace
users.

DATES: Comments must be received on
or before June 30, 1999.

ADDRESSES: Send comments on the
proposal in triplicate to the Federal
Aviation Administration, Office of Chief
Counsel, Attention: Rules Docket, AGC—
200, Airspace Docket No. 95-AWA-4,
800 Independence Avenue, SW.,
Washington, DC 20591. Comments may
also be sent electronically to the
following Internet address: 9—-NPRM-
CMTS@faa.gov. The official docket may
be examined in the Rules Docket, Office
of the Chief Counsel, Room 916, 800
Independence Avenue, SW.,
Washington, DC, weekdays, except
Federal holidays, between 8:30 a.m. and

5:00 p.m. An informal docket may also
be examined during normal business
hours at the office of the Regional Air
Traffic Division.

FOR FURTHER INFORMATION CONTACT:
Sheri Edgett Baron, Airspace and Rules
Division, ATA-400, Office of Air Traffic
Airspace Management, Federal Aviation
Administration, 800 Independence
Avenue, SW., Washington, DC 20591,
telephone: (202) 267-8783.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested parties are invited to
participate in this proposed rulemaking
by submitting such written data, views,
or arguments as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,
environmental, and energy-related
aspects of the proposal.
Communications should identify the
airspace docket number and should be
submitted in triplicate to the address
listed above. Commenters wishing the
FAA to acknowledge receipt of their
comments on this notice must submit
with those comments a self-addressed,
stamped postcard on which the
following statement is made:
“Comments to Airspace Docket No. 95—
AWA-4." The postcard will be date/
time stamped and returned to the
commenter. All communications
received on or before the specified
closing date for comments will be
considered before taking action on the
proposed rule. The proposal contained
in this notice may be changed in light
of comments received. All comments
submitted will be available for
examination in the Rules Docket both
before and after the closing date for
comments. A report summarizing each
substantive public contact with FAA
personnel concerned with this
rulemaking will also be filed in the
docket.

Availability of NPRM'’s

An electronic copy of this document
may be downloaded from the FAA
regulations section of the Fedworld
electronic bulletin board service
(telephone: 703—-321-3339) or the
Government Printing Office’s electronic
bulletin board service (telephone: 202—
512-1661) using a modem and suitable
communications software.

Internet users may reach the FAA’s
web page at http://www.faa.gov or the
Government Printing Office’s webpage
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at http://www.access.gpo.gov/nara for
access to recently published rulemaking
documents.

Any person may obtain a copy of this
NPRM by submitting a request to the
Federal Aviation Administration, Office
of Air Traffic Airspace Management,
800 Independence Avenue, SW.,
Washington, DC 20591, or by calling
(202) 267-8783. Communications must
identify the notice number of this
NPRM. Persons interested in being
placed on a mailing list for future
NPRM'’s should call the FAA’s Office of
Rulemaking, (202) 267-9677, for a copy
of Advisory Circular No. 11-2A, Notice
of Proposed Rulemaking Distribution
System, that describes the application
procedure.

The coordinates for this airspace
docket are based on North American
Datum 83. Class B and Class D airspace
areas are published, respectively, in
paragraphs 3000 and 5000 of FAA Order
7400.9F, Airspace Designations and
Reporting Points, dated September 10,
1998, and effective September 16, 1998,
which is incorporated by reference in 14
CFR section 71.1. The Class B and Class
D airspace areas listed in this document
would be subsequently published in
this Order.

Related Rulemaking Actions

On May 21, 1970, the FAA published,
in the Federal Register, the Designation
of Federal Airways, Controlled
Airspace, and Reporting Points Final
Rule (35 FR 7782). This rule provided
for the establishment of Terminal
Control Airspace (TCA) areas (now
known as Class B airspace areas).

OnJune 21, 1988, the FAA published,
in the Federal Register, the
Transponder with Automatic Altitude
Reporting Capability Requirement Final
Rule (53 FR 23356). This rule, in part,
requires all aircraft to have an altitude
encoding transponder when operating
within 30 nautical miles (NM) of any
designated TCA (now known as Class B
airspace area) primary airport from the
surface up to 10,000 feet MSL. This rule
also provides an exclusion for those
aircraft not originally certificated with
an engine-driven electrical system (or
those that have not subsequently been
certified with such a system) balloons,
or gliders operating outside of the Class
B airspace area, but within 30 NM of the
primary airport.

On October 14, 1988, the FAA
published, in the Federal Register, the
Terminal Control Area Classification
and Terminal Control Area Pilot and
Navigation Equipment Requirements
Final Rule (53 FR 40318). This rule, in
part, requires the pilot-in-command of a
civil aircraft operating within a TCA

(now known as Class B airspace area) to
hold at least a private pilot certificate.
Excepted from this requirement are
student pilots who have received certain
documented training.

On December 17, 1991, the FAA
published, in the Federal Register, the
Airspace Reclassification Final Rule (56
FR 65638). This rule, in part,
discontinued the use of the term
“Terminal Control Area” (TCA) and
replaced it with the designation “Class
B airspace area.” This change in
terminology is reflected in the
remainder of this NPRM.

Background

The Class B airspace area program
was developed to reduce the potential
for midair collision in the congested
airspace surrounding airports with high
density air traffic operations by
providing an area wherein all aircraft
are subject to certain operating rules and
equipment requirements.

The density of traffic and the type of
operations being conducted in the
airspace surrounding these major
terminal areas increase the probability
of midair collisions. In 1970, an
extensive study found that the majority
of midair collisions occurred between a
general aviation (GA) aircraft and an air
carrier or military aircraft, or another
GA aircraft. The basic causal factor
common to these conflicts was the mix
of aircraft operating in accordance with
visual flight rules (VFR) and aircraft
operating under instrument flight rules
(IFR). Class B airspace areas provide a
method to manage the increasing
number of IFR and VFR operations. The
regulatory requirements of Class B
airspace areas afford the greatest
protection for the greatest number of
people, by giving air traffic control
(ATC) the increased capability to
provide aircraft separation service.

The standard configuration of a Class
B airspace area contains three
concentric circles centered on the
primary airport extending to 10, 20, and
30 NM respectively. The standard
vertical limit of these airspace areas
normally should not exceed 10,000 feet
mean sea level (MSL) with the floor
established at the surface in the inner
area and at levels appropriate to the
containment of operations in the outer
areas. Variations of these criteria may be
utilized contingent on the terrain,
adjacent regulatory airspace, and factors
unique to the terminal area.

Pre-NPRM Public Input

As announced in the Federal Register
onJuly 23, 1992 (57 FR 32834) an
informal airspace meeting was held on
September 23, 1992, at the Orlando

Executive Airport. The purpose of this
meeting was to provide local airspace
users an opportunity to present input on
the planned modifications to the
Orlando Class B airspace area.

Additional informal airspace meetings
were held on January 27 and January 28,
1998 (63 FR 71043) at the Orlando
Sanford Airport, and the Kissimmee
Municipal Airport respectively, to
discuss planned changes, in addition to
those presented in 1992. These
additional changes are necessitated in
part by the growth of airport operations
at the Orlando Sanford Airport, FL. All
comments received in response to the
initial and subsequent informal airspace
meetings, and the ensuing comment
periods, were considered and/or
incorporated into this notice of
proposed rulemaking.

In response to initial and subsequent
informal airspace meetings, the FAA
received eleven written comments.
These comments centered around the
following: airspace configuration;
equipment requirements; geographical
landmarks; and flyways/corridors. An
analysis of the comments and the
Agency’s response follows.

Analysis of Comments
Airspace Configuration

Several commenters recommended
that the ceiling of the Orlando Class B
airspace area be lowered from the
existing 10,000-foot ceiling to 7,000 feet.

The FAA does not agree with these
commenters. A ceiling at 10,000 feet
supports IFR approach and departure
procedures for the Orlando terminal
area, and provides optimum use of the
airspace to contain aircraft operations,
and enhance aviation safety. The
current ceiling of 10,000 feet is required
for the separation, segregation, and
control of aircraft operations, creating a
safer environment in this congested
terminal area.

The Air Line Pilots Association
(ALPA) opposed raising the floors to the
north in Area D from 1,600 to 2,100 feet
MSL, and to the south of Orlando
International Airport in Area C, from the
current designated altitudes of 1,500 to
1,600 feet MSL. ALPA believes that
raising the floors to the north and south
of the Class B airspace area would
reduce separation standards between
IFR and VFR aircraft, and increase
traffic conflicts and pilot deviations at
critical phases of flight.

The FAA does not agree with these
comments. In order to effectively design
a safe and efficient airspace area, the
FAA examined several factors,
including the required climb gradients
for departing aircraft, the standard rate
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of descent for landing aircraft, and the
requirement for operations to be
contained within the Class B airspace
area. Based on this examination, the
FAA believes that the floor in Area D
could be raised from 1,600 to a newly
proposed 2,000 feet MSL, and Area C
from 1,500 to 1,600 feet MSL without
compromising safety.

Several recommendations were
received to raise the floor of Area E
north and south of Orlando
International Airport from 3,000 to
6,000 feet MSL.

The FAA does not agree with this
recommendation. Currently the floor of
the Class B airspace area is designated
at 3,000 feet MSL between a 10- to 25-
mile radius of the Orlando International
Airport. The designated floor of Area E,
north and south of the Orlando
International Airport, is required to
allow sufficient airspace for sequencing
arriving and departing aircraft into and
out of the Orlando terminal area.

One commenter suggested eliminating
the extensions to the Class B airspace
area, in the vicinity of the LAMMA and
LEESE intersections, and in the vicinity
of the Lakeland Airport.

The FAA agrees with this suggestion.
Based on current arrival routes and
altitudes, the FAA is proposing to
reduce the current Class B airspace area
by removing the extensions northeast,
northwest, and southwest of the
Orlando International Airport.

Several pilots recommended
removing the Mid-Florida Airport from
the Class B airspace area, or raising the
floor of the airspace between 20—-30 NM
northwest of Orlando International
Airport.

The FAA agrees with this
recommendation, and proposes to raise
the floor in Area F over the Mid-Florida
Airport from 3,000 to 6,000 feet MSL.

Two commenters recommended a
higher ceiling for the Class B airspace
area south of the Orlando Executive
Airport. These commenters are of the
opinion that a higher ceiling would
provide additional airspace for aircraft
operating on Runways 13/31 when the
Orlando Executive Airport tower is
closed.

The FAA agrees, in part, with this
recommendation. The area south of the
Orlando Executive Airport has been
raised to 900 feet MSL, and the
proposed boundary of the 1,600 feet
MSL floor relocated to the Lake
Underhill Road. These proposed
changes will allow improved access for
operations to and from Runway 13/31,
and will allow Law Enforcement and
Lifeguard helicopter operations below
the floor of the Class B airspace area.

One commenter stated that Area E,
located east of Orlando International
Airport, should be eliminated because it
appears to have little significance. This
commenter also suggested that the
northwest edge of the inner core, Area
A, would have a negative impact on the
approaches to Runway 07/25 at Orlando
Executive Airport.

The FAA disagrees with this
comment. Area E, east of Orlando
International Airport, is required to
contain approach procedures, and to
ensure that aircraft remain in the Class
B airspace area. Area A has been
modified since the 1992 proposal and
the proposed rule only encompass a 5-
NM circle around the Orlando
International Airport.

Equipment Requirements

One commenter recommended
eliminating the area commonly known
as the Mode C veil area.

The FAA does not agree with this
comment. In response to the Department
of Transportation and Related Agencies
Appropriation Bill, 1988 (Pub. L. 100—
202) and the Airport and Airway Safety
and Capacity Expansion Act of 1987
(Pub. L. 100-223) the FAA published, in
the Federal Register, the Transponder
with Automatic Altitude Reporting
Capability Requirement Final Rule (53
FR 23356; June 21, 1988). This rule,
commonly referred to as the “Mode C
rule,” requires all aircraft to have an
altitude encoding transponder when
operating within 30 NM of any
designated Class B airspace area
primary airport from the surface up to
10,000 feet MSL. This rule also provides
an exclusion for those aircraft not
originally certificated with an engine-
driven electrical system, (or those that
have not subsequently been certified
with such a system) balloons, or gliders
operating outside of the Class B airspace
area, but within 30 NM of the primary
airport.

The commenter is correct that the
proposed airspace area will have a veil
area wherein a transponder with
altitude encoding capability will be
required. Section 91.215 of Title 14 of
the Code of Federal Regulations (CFR)
sets out requirements for ATC
transponder and altitude reporting
equipment and use; however, this
regulation also includes procedures
whereby aircraft not equipped with the
required transponder equipment may
get relief from the stipulated
requirements.

Landmarks/Fixes

Several commenters recommended
using additional geographical
landmarks to define the boundaries or

subareas of the proposed Class B
airspace area, and the establishment of
VFR corridors or VFR flyways for the
Orlando terminal area.

The FAA agrees with the concept of
these comments. Identifiable and
prominent landmarks have proven to be
extremely useful to pilots operating
under VFR, providing assistance with
identifying the boundaries of a Class B
airspace area. During the preliminary
planning for the Class B airspace area
design, consideration was given to
utilizing Global Positioning System
coordinates, Very High Frequency
Omnidirectional Radio Range (VOR)
radials, latitudes and longitudes, as well
as geographical landmarks wherever
possible. The FAA will continue to
work with airspace users to determine
the feasibility of VFR flyways, and to
further identify any additional
landmarks to assist GA operators with
identifying the Class B airspace area.

Corridors/Flyways

Several pilots recommended the
establishment of an uncontrolled east-
west VFR corridor over Orlando
International Airport. The Experimental
Aircraft Association also supported this
recommendation, and suggested that an
east-west special flight rules area be
established.

The FAA does not agree with these
recommendations, and believes that the
establishment of an east-west special
flight rules area, or an uncontrolled VFR
corridor would restrict the flow of air
traffic, and impede operations in the
Orlando terminal area. Current
approach procedures place a large
volume of the aircraft arriving at the
Orlando International Airport on the
east downwind leg of flight while
descending to 3,000 feet. The purpose of
a Class B airspace area is to provide
optimum use of the airspace to contain
aircraft operations and enhance aviation
safety, creating a safer environment in
congested terminal areas. Establishing a
VFR corridor in close proximity to
aircraft operating in the Orlando Class B
airspace area raises the potential for
conflict.

The Proposal

The FAA proposes to amend part 71
of the Federal Aviation Regulations (14
CFR part 71) by modifying the Orlando
Class B airspace area, Orlando, FL; and
the Orlando Sanford Airport Class D
airspace area, Sanford, FL. This
proposal (as depicted on the attached
chart) would modify several subareas
within the lateral boundaries of the
existing Class B airspace area; and
modify the vertical limits of the Orlando
Sanford Airport Class D airspace area.
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The FAA is proposing this action to
enhance safety, reduce the potential for
midair collision, and to improve the
management of air traffic operations
into, out of, and through the Orlando
terminal area. Specifically, the FAA
proposes the following:

Orlando Class B Airspace Area

Area A. In the reconfiguration of Area
A (that area beginning at the surface up
to 10,000 feet MSL), the FAA proposes
to reduce the size of Area A to a 5-mile
radius of the primary airport, Orlando
International Airport. This proposed
airspace modification would contain
large turbojet aircraft within the limits
of the Class B airspace area while
operating to and from the primary
airport. In addition, a portion of Area A
beyond 5 NM would be removed from
the surface area and reconfigured as
Area B.

Area B. The FAA proposes to
reconfigure Area B from a section of the
current surface area, between the 5-mile
radius of the primary airport, extending
west to the John Young Parkway, north
to Lake Underhill Road, east to the
Stanton Power Plant, and south to the
Orlando VORTAC 14 Distance
Measuring Equipment (DME), extending
upward from 900 feet MSL. This
proposed modification would support
approach and departure procedures for
aircraft transitioning to and from the
Orlando International Airport. Also, this
proposed airspace modification would
allow Law Enforcement and Lifeguard
helicopter operations below the floor of
the Class B airspace area.

Area C. The floor of Area C would
remain at 1,600 feet MSL north of the
Orlando Executive Airport; however,
the FAA proposes to modify the lateral
limits of Area C to extend north of Lake
Underhill Road, south of S.R. 436, east
of S.R. 423 and S.R. 434, and extending
8 miles east of the Orlando Executive
Airport. This proposed airspace
modification would support approach
procedures for aircraft transitioning to
the final approach course for the
Orlando International Airport.

The FAA also proposes to lower the
floor of Area C from 3,000 to 1,600 feet
MSL, extending 3 miles to the north and
south of the Orlando Sanford Airport,
east of the Wekiva River, and west of
Lake Harney’s eastern shore. This
proposed airspace modification would
support approach procedures for large
turbojet aircraft operations transitioning
to and from the Orlando Sanford
Airport.

In addition, the FAA proposes to raise
the floor of Area C from 1,500 to 1,600
feet MSL, extending south of the
Orlando VORTAC 14 DME arc, north of

the Orlando VORTAC 20 DME arc, and
between 2 and 13 miles east of the
Kissimmee Airport. This proposed
airspace modification would support
approach procedures for aircraft
transitioning to the final approach
course for the Orlando International
Airport. This modification would also
allow nonparticipating aircraft sufficient
airspace to conduct VFR operations
below the vertical limits of the Class B
airspace area while transitioning to/
from secondary satellite airports.

Area D. The FAA is proposing to
modify Area D by raising the floor of the
area 10 miles north of the Orlando
International Airport from 1,600 to
2,000 feet MSL, and the area southwest
of the Orlando International Airport
from 1,500 to 2,000 feet MSL. This
proposed area extends between S.R. 423
and Kirkman Road, 6 to 9 miles west of
the primary airport, between 2 miles
north and 5 miles south of the
Kissimmee Airport, and between 7
miles and 11 miles north of the Orlando
VORTAC. This proposed airspace
modification would provide sufficient
airspace for sequencing and vectoring
arriving and departing aircraft in close
proximity to the primary airport. It
would also increase the navigable
airspace below the Class B airspace area
in the vicinity of Kissimmee Municipal
Airport.

Area E. The floor of Area E would
remain at 3,000 feet MSL; however, the
FAA is proposing to expand the lateral
limits of Area E to the north and south.
The FAA proposes to extend Area E 3
miles west of the Wekiva River, and
between 3 to 6 miles north of the
Orlando Sanford Airport. This proposed
airspace modification would provide
sufficient airspace for sequencing and
vectoring aircraft, and ensure that
operations are contained within the
Class B airspace area.

The FAA also proposes to extend
Area E between the 20-mile and 30-mile
arcs south of the primary airport, and
between 7 miles and 15 miles east of the
primary airport. This proposed airspace
modification would provide sufficient
airspace for sequencing and vectoring
aircraft, and would provide a controlled
environment for aircraft arriving and
departing the Class B airspace area.

Area F. The FAA proposes to
reconfigure the subareas of the existing
Class B airspace areas as Area F, from
6,000 up to and including 10,000 feet
MSL, extending from 8 miles west of the
primary airport to Highway 27. This
proposed airspace modification would
provide sufficient airspace to contain
aircraft in a controlled environment
when transitioning between the en route
and terminal phase of flight.

The FAA also proposes to modify
Area F from the power line located
approximately 15 miles east of the
primary airport, eastward, to the power
line located approximately 22 miles east
of the primary airport. This proposed
airspace modification would provide
sufficient airspace to contain aircraft in
a controlled environment when
transitioning between the en route and
terminal phase of flight.

Orlando Sanford Airport Class D
Airspace Area

The FAA proposes to lower the
Orlando Sanford Airport Class D
airspace area from 3,000 to 1,600 feet
MSL. The Orlando Sanford Airport
Class D airspace area would include a
radius of 4.4 NM from the Orlando
Sanford Airport up to but not including
1,600 feet MSL. This proposed airspace
modification coincides with the FAA’s
proposal to lower the floor of the Class
B airspace area in the vicinity of the
Orlando Sanford Airport.

Regulatory Evaluation Summary

Changes to Federal Regulations must
undergo several economic analyses.
First, Executive Order 12866 directs that
each Federal agency shall propose or
adopt a regulation only upon a reasoned
determination that the benefits of the
intended regulation justify its costs.
Second, the Regulatory Flexibility Act
requires agencies to analyze the
economic effect of regulatory changes
on small businesses and other small
entities. Third, the Office of
Management and Budget directs
agencies to assess the effect of
regulatory changes on international
trade. In conducting these analyses, the
FAA has determined that this proposed
rule: (1) would generate benefits that
justify its minimal costs and is not a
“significant regulatory action” as
defined in the Executive Order; (2) is
not significant as defined in the
Department of Transportation’s
Regulatory Policies and Procedures; (3)
would not have a significant impact on
a substantial number of small entities;
(4) would not constitute a barrier to
international trade; and (5) would not
contain any Federal intergovernmental
or private sector mandate. These
analyses are summarized here in the
preamble, and the full Regulatory
Evaluation is in the docket.

The FAA proposes to modify the
Orlando Class B and the Orlando
Sanford Airport Class D airspace areas.
The Orlando Class B airspace area
modification would maintain the 10,000
feet mean sea level (MSL) airspace
ceiling and redefine the lateral limits of
several of the existing subareas to
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improve the management of air traffic
operations in the Orlando terminal area.
The Orlando Sanford Airport Class D
airspace area modification would lower
the airspace area from 3,000 to 1,600
feet MSL and would include a radius of
4.4 NM from the Orlando Sanford
Airport up to but not including 1,600
feet MSL.

The FAA has determined that the
modification of the Orlando Class B and
the Orlando Sanford Airport Class D
airspace areas would improve the
operational efficiency while
maintaining aviation safety in the
terminal area. Also, clearer boundary
definition and changes to lateral and
vertical limits of the subareas would
leave additional noncontrolled airspace
for VFR aircraft transitioning to and
from satellite airports. This proposal
would impose only negligible costs on
airspace users and could potentially
reduce circumnavigation costs to some
operators.

The proposed rule would result in
negligible additional administrative
costs to the FAA and no additional
operational costs for personnel or
equipment to the agency. Notices would
be sent to pilots within a 100-mile
radius of the Orlando International
Airport at an estimated cost of $2,931.00
for postage. Printing of aeronautical
charts which reflect the changes to the
Class B and Class D airspace areas
would be accomplished during a
scheduled chart printing, and would
result in no additional costs for plate
modification and updating of charts.
Furthermore, no staffing changes would
be required to maintain the modified
Class B and Class D airspace areas.
Potential increase in FAA operations
workload could be absorbed by current
personnel and equipment.

In view of the negligible cost of
compliance, enhanced aviation safety,
and improved operational efficiency,
the FAA has determined that the
proposed rule would be cost-beneficial.

Initial Regulatory Flexibility
Determination

The Regulatory Flexibility Act of 1980
establishes ““as a principle of regulatory
issuance that agencies shall endeavor,
consistent with the objective of the rule
and of applicable statutes, to fit
regulatory and informational
requirements to the scale of the
business, organizations, and
governmental jurisdictions subject to
regulation.” To achieve that principal,
the Act requires agencies to solicit and
consider flexible regulatory proposals
and to explain the rational for their
actions. The Act covers a wide-range of
small entities, including small

businesses, not-for-profit organizations
and small governmental jurisdictions.

Agencies must perform a review to
determine whether a proposed or final
rule will have a significant economic
impact on a substantial number of small
entities. If the determination is that it
will, the agency must prepare a
regulatory flexibility analysis (RFA) as
described in the Act.

However, if an agency determines that
a proposed or final rule is not expected
to have a significant economic impact
on a substantial number of small
entities, section 605(b) of the 1980 act
provides that the head of the agency
may so certify and an RFA is not
required. The certification must include
a statement providing the factual basis
for this determination, and the
reasoning should be clear.

The FAA has determined that the
proposed rule would have a de minimus
impact on small entities. All
commercial and general aviation
operators who presently use the
Orlando International Airport are
equipped to operate within the modified
Class B airspace area. As for aircraft that
regularly fly through the Orlando
Sanford Airport Class D airspace area,
since the airport is situated within the
established Orlando Mode C Veil, all
aircraft should already have the
necessary equipment to transition the
modified Class B airspace area.
Therefore, there would be no additional
equipment cost to these entities.

Accordingly, pursuant to the
Regulatory Flexibility Act, 5 U.S.C.
605(b), the Federal Aviation
Administration certifies that this rule
would not have a significant economic
impact on a substantial number of small
entities. The FAA solicits comments
from affected entities with respect to
this finding and determination.

International Trade Impact Assessment

The proposed rule would not
constitute a barrier to international
trade, including the export of U.S. goods
and services to foreign countries or the
import of foreign goods and services
into the United States.

Unfunded Mandates Assessment

Title 11 of the Unfunded Mandates
Reform Act of 1995 (the Act), enacted as
Public Law 104—4 on March 22, 1995,
requires each Federal agency, to the
extent permitted by law, to prepare a
written assessment of the effects of any
Federal mandate in a proposed or final
agency rule that may result in the
expenditure of $100 million or more
(when adjusted annually for inflation)
in any one year by State, local, and
tribal governments in the aggregate, or

by the private sector. Section 204(a) of
the Act, 2 U.S.C. 1534(a), requires the
Federal agency to develop an effective
process to permit timely input by
elected officers (or their designees) of
State, local, and tribal governments on
a proposed ‘‘significant
intergovernmental mandate.” A
“significant intergovernmental
mandate” under the Act is any
provision in a Federal agency regulation
that would impose an enforceable duty
upon State, local, and tribal
governments in the aggregate of $100
million (adjusted annually for inflation)
in any one year. Section 203 of the Act,
2 U.S.C. 1533, which supplements
section 204(a), provides that, before
establishing any regulatory
requirements that might significantly or
uniquely affect small governments, the
agency shall have developed a plan,
which, among other things, must
provide for notice to potentially affected
small governments, if any, and for a
meaningful and timely opportunity for
these small governments to provide
input in the development of regulatory
proposals.

This proposed rule does not contain
any Federal intergovernmental or
private sector mandates. Therefore, the
requirements of Title Il of the Unfunded
Mandates Reform Act of 1995 do not

apply.
Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act of 1995 (44 U.S.C.
3507(d)) there are no requirements for
information collection associated with
this notice.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

The Proposed Amendment

In consideration of the foregoing, the
Federal Aviation Administration
proposes to amend 14 CFR part 71 as
follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

1. The authority citation for 14 CFR
part 71 continues to read as follows:
Authority: 49 U.S.C. 106(g), 40103, 40113,

40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

2. The incorporation by reference in
14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9F, Airspace
Designations and Reporting Points,
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dated September 10, 1998, and effective
September 16, 1998, is amended as
follows:

Paragraph 3000—Subpart B—Class B
Airspace
* * * * *

ASO FL B Orlando, FL [Revised]

Orlando International Airport (Primary
Airport)
(Lat. 28°25'44"" N., long. 81°18'58" W.)
Orlando VORTAC
(Lat. 28°32'34" N., long. 81°20'06" W.)

Boundaries

Area A—That airspace extending upward
from the surface to and including 10,000 feet
MSL within a radius of 5 NM from the
Orlando International Airport.

Area B—That airspace extending upward
from 900 feet MSL to and including 10,000
feet MSL beginning at a point of the
intersection of State Road (S.R.) 423 (John
Young Parkway) and Interstate 4, thence
northeast along Interstate 4 to the
intersection of Interstate 4 and S.R. 441
(Orange Blossom Trail), thence direct to the
intersection of Lake Underhill Road and
Palmer Street, thence east along Lake
Underhill Road to the intersection of Lake
Underhill Road and the Central Florida
Greenway, thence direct to lat. 28°30'00" N.,
long. 8°11'00" W., (one mile northwest of the
Stanton Power Plant), thence south to the
intersection of the ORL VORTAC 14-mile
radius arc, thence clockwise along the 14-
mile radius arc of the ORL VORTAC to the
intersection of S.R. 423, thence north along
S.R. 423 to the point of beginning.

Area C—That airspace extending upward
from 1,600 feet MSL to and including 10,000
feet MSL beginning at a point of the
intersection of the Wekiva River at lat.
28°44'00" N., long. 81°25'30" W., thence
north along the Wekiva River to the
intersection of lat. 28°50'00" N. Thence east
to lat. 28°50'00" N., long. 81°02"'30" W.,
thence south to the intersection of lat.
28°44'00" N., long. 81°02'30" W., thence west
to the point of beginning.

Also that airspace north of the Orlando
Executive Airport extending upward from
1,600 feet MSL to and including 10,000 feet
MSL beginning at a point of the intersection
of Interstate 4 and S.R. 423. Thence north
along S.R. 423 to the intersection of S.R. 423
and S.R. 441 (Orange Blossom Trail). Thence
direct to the intersection of S.R. 434 (Forest
City Road) and S.R. 424 (Edgewater Drive),
thence north along S.R. 434 to the
intersection of S.R. 436 (Altamonte Drive.),
thence east along S.R. 436 to the intersection
of Hwy 17-92, thence east along lat.
28°39'20" N., to long. 81°11'00" W. Thence
south to the intersection of lat. 28°30'00"" N.,
thence northwest direct to the intersection of
Lake Underhill Road and S.R. 417 (Central
Florida Greenway), thence west along Lake
Underhill Road to the intersection of Palmer
Street. Thence southwest direct to the
intersection of Interstate 4 and the S.R. 441,
thence southwest along Interstate 4 to the
point of beginning.

Also that airspace south of the primary
airport extending upward from 1,600 feet
MSL to and including 10,000 feet MSL
beginning at a point of the intersection of
long. 81°24'06" W. and the ORL VORTAC 14-
mile radius arc, thence counterclockwise
along the 14-mile radius arc of the ORL
VORTAC to the intersection of long.
81°11'00" W., thence south to the
intersection of the ORL VORTAC 20-mile
radius arc, thence clockwise along the ORL
VORTAC 20-mile radius arc to long.
81°24'06" W., thence north to the point of
beginning.

Area D—That airspace extending upward
from 2,000 feet MSL to and including 10,000
feet MSL beginning at a point of the
intersection of Interstate 4 and long.
81°27'30" W., thence north to lat. 28°44'00"
N., thence east to long. 81°11'00" W., thence
south to lat. 28°39'20"" N., thence west to the
intersection of S.R. 436 and Hwy 17-92,
thence west along S.R. 436 to the intersection
of S.R. 436 and S.R. 434, thence south along
S.R. 434 to the intersection of S.R. 434 and
S.R. 424, thence direct to the intersection of
S.R. 423 and S.R. 441, thence south along
S.R. 423 to the intersection of the ORL
VORTAC 14-mile radius arc, thence
counterclockwise along the 14-mile radius
arc of the ORL VORTAC to long. 81°24'06"
W. thence south to the intersection of the
ORL VORTAC 20-mile radius arc, thence
clockwise to the intersection of long.
81°27'30" W., thence north to the point of
beginning.

Area E—That airspace extending upward
from 3,000 feet MSL to and including 10,000
feet MSL beginning at a point of the
intersection of lat. 28°44'00" N., long.
81°27'30" W., thence north to the
intersection of lat. 28°53'00" N., thence east
to the intersection of the MCO Mode C Veil
30-NM radius arc, thence southeast along this
arc to the intersection of the power lines at
lat. 28°50'20" N., thence southeast along
these power lines to lat. 28°44'00" N., thence
west to long. 81°02'30" W., thence north to
lat. 28°50'00" N., thence west to the
intersection of the Wekiva River, thence
south along the Wekiva River to lat.
28°44'00" N., thence west to the point of
beginning.

Also that airspace extending upward from
3,000 feet MSL to and including 10,000 feet
MSL beginning south of the primary airport
at a point of the intersection of long.
81°27'30" W. and the ORL 20-mile radius arc,
thence counterclockwise along the 20-mile
radius arc of the ORL VORTAC to the
intersection of long. 81°11'00" W., thence
north to the intersection of lat. 28°44'00" N.,
thence east to the intersection of the Florida
Power transmission lines at lat. 28°44'00"" N.,
long. 81°05'20" W., (one half mile west of
Southerland Airport), thence south along this
power line to the intersection of Highway 50
at lat. 28°32'10" N., long. 81°03'45" W.,
thence south to the Bee Line Expressway, at
lat. 28°27'05" N., long. 81°03'45" W., thence
west along the Bee Line Expressway to the
intersection of lat. 28°27'00" N., long.
81°04'40" W., thence south to the
intersection of the ORL VORTAC 30-mile
radius arc, thence clockwise along the 30-

mile radius arc of the ORL VORTAC to long.
81°27'30" W., thence north to the point of
beginning.

Area F—That airspace extending upward
from 6,000 feet MSL to and including 10,000
feet MSL beginning south of the primary
airport at the intersection of the ORL
VORTAC 30-mile radius arc and long.
81°27'30" W., thence clockwise to the
intersection of Highway 27, thence north
along Highway 27 to the intersection of
Highway 27 and long. 81°45'00" W., thence
north along long. 81°45'00" W. to the
intersection of the ORL VORTAC 24-mile
radius arc, thence clockwise along the 24-
mile radius arc to the intersection of lat.
28°53'00" N., thence east to lat. 28°53'00" N.,
long. 81°27'30" W., thence south to the point
of beginning.

Also that airspace extending upward from
6,000 feet MSL to and including 10,000 feet
MSL beginning at the Florida Power
transmission lines at lat. 28°44'00" N., long.
81°05'20" W., thence east along lat. 28°44'00"
N. to the Florida Power transmission lines at
lat. 28°44'00" N., long. 81°55'40" W., thence
southeast and south along these power lines
to the intersection of Highway 50, thence
south to the power lines at lat. 28°22'14" N.,
long. 80°52'30" W., thence southwest along
these power lines to the intersection of long.
81°04'40'° W., thence north along long.
81°04'40" W., to the intersection of the Bee
Line Expressway at lat. 28°27'05" N., long.
81°04'40" W., thence east along the Bee Line
Expressway to lat. 28°27'00" N., long.
81°03'45" W., thence north to the
intersection of Highway 50 and the Florida
Power transmission lines at lat. 28°32'10"" N.,
long. 81°03'45" W., thence north along these
power lines to the point of beginning.

* * * * *

Paragraph 5000—Subpart D—Class D
Airspace
* * * * *

ASO FL D Sanford, FL [Revised]

Orlando Sanford Airport, FL [formerly
known as the Central Florida Regional
Airport]

(Lat. 28°46'44" N., long. 81°14'18" W.)

That airspace extending upward from the
surface to but not including 1,600 feet MSL
within a 4.4-mile radius of the Orlando

Sanford Airport. This Class D airspace area

is effective during the specific dates and

times established in advance by a Notice to

Airmen. The effective date and time will

thereafter be continuously published in the

Airport/Facility Directory.

* * * * *

Issued in Washington, DC, on May 11,
1999.

Reginald C. Matthews,

Acting Program Director for Air Traffic
Airspace Management.

BILLING CODE 4910-13-P



Federal Register/Vol. 64, No. 94/Monday, May 17, 1999/Proposed Rules

26711

Appendix—Proposed Orlando Class B Airspace
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[FR Doc. 99-12360 Filed 5-14-99; 8:45 am]
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DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71

[Airspace Docket No. 99-AGL-31]
Proposed Modification of Class E
Airspace; Sheridan, IN

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking.

SUMMARY: This notice proposes to
modify Class E airspace at Sheridan, IN.
A Global Positioning System (GPS)
Standard Instrument Approach
Procedure (SIAP) to Runway (Rwy) 05,
and a GPS SIAP to Rwy 23, have been
developed for Sheridan Airport.
Controlled airspace extending upward
from 700 to 1200 feet above ground
level (AGL) is needed to contain aircraft
executing the approaches. This action
proposes to increase the radius of the
existing controlled airspace for this
airport.

DATES: Comments must be received on
or before June 30, 1999.

ADDRESSES: Send comments on the
proposal in triplicate to: Federal
Aviation Administration, Office of the
Assistant Chief Counsel, AGL-7, Rules
Docket No. 99—-AGL-31, 2300 East
Devon Avenue, Des Plaines, Illinois
60018.

The official docket may be examined
in the Office of the Assistant Chief
Counsel, Federal Aviation
Administration, 2300 East Devon
Avenue, Des Plaines, Illinois. An
informal docket may also be examined
during normal business hours at the Air
Traffic Division, Airspace Branch,
Federal Aviation Administration, 2300
East Devon Avenue, Des Plaines,
Illinois.

FOR FURTHER INFORMATION CONTACT:
Michelle M. Behm, Air Traffic Division,
Airspace Branch, AGL-520, Federal
Aviation Administration, 2300 East
Devon Avenue, Des Plaines, Illinois
60018, telephone (847) 294—-7568.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested parties are invited to
participate in this proposed rulemaking
by submitting such written data, views,
or arguments as they may desire.
Comments that provide the factual basis
supporting the views and suggestions
presented are particularly helpful in
developing reasoned regulatory
decisions on the proposal. Comments
are specifically invited on the overall
regulatory, aeronautical, economic,

environmental, and energy-related
aspects of the proposal.
Communications should identify the
airspace docket number and be
submitted in triplicate to the address
listed above. Commenters wishing the
FAA to acknowledge receipt of their
comments on this notice must submit
with those comments a self-addressed,
stamped postcard on which the
following statement is made:
“Comments to Airspace Docket No. 99—
AGL-31.” The postcard will be date/
time stamped and returned to the
commenter. All communications
received on or before the specified
closing date for comments will be
considered before taking action on the
proposed rule. The proposal contained
in this notice may be changed in light
of comments received. All comments
submitted will be available for
examination in the Rules Docket, FAA,
Great Lakes Region, Office of the
Assistant Chief Counsel, 2300 East
Devon Avenue, Des Plaines, Illinois,
both before and after the closing date for
comments. A report summarizing each
substantive public contact with FAA
personnel concerned with this
rulemaking will be filed in the docket.

Availability of NPRM’s

Any person may obtain a copy of this
Notice of Proposed Rulemaking (NPRM)
by submitting a request to the Federal
Aviation Administration, Office of
Public Affairs, Attention: Public Inquiry
Center, APA-230, 800 Independence
Avenue, SW, Washington, DC 20591, or
by calling (202) 267-3484.
Communications must identify the
notice number of this NPRM. Persons
interested in being placed on a mailing
list for future NPRM'’s should also
request a copy of Advisory Circular No.
11-2A, which describes the application
procedures.

The Proposal

The FAA is considering an
amendment to 14 CFR part 71 to modify
Class E airspace at Sheridan, IN, to
accommodate aircraft executing the
proposed GPS Rwy 05 SIAP, and the
GPS Rwy 23 SIAP, at Sheridan Airport
by modifying the existing controlled
airspace. Controlled airspace extending
upward from 700 to 1200 feet AGL is
needed to contain aircraft executing the
approaches. The area would be depicted
on appropriate aeronautical charts.
Class E airspace designations for
airspace areas extending upward from
700 feet or more above the surface of the
earth are published in paragraph 6005 of
FAA Order 7400.9F dated September
10, 1998, and effective September 16,
1998, which is incorporated by

reference in 14 CFR 71.1. The Class E
airspace designation listed in this
document would be published
subsequently in the Order.

The FAA has determined that this
proposed regulation only involves an
established body of technical
regulations for which frequent and
routine amendments are necessary to
keep them operationally current.
Therefore this, proposed regulation—(1)
is not a “significant regulatory action”
under Executive Order 12866; (2) is not
a “‘significant rule”” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
does not warrant preparation of a
Regulatory Evaluation as the anticipated
impact is so minimal. Since this is a
routine matter that will only affect air
traffic procedures and air navigation, it
is certified that this proposed rule will
not have a significant economic impact
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 71

Airspace, Incorporation by reference,
Navigation (air).

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me, the Federal
Aviation Administration proposes to
amend 14 CFR part 71 as follows:

PART 71—DESIGNATION OF CLASS A,
CLASS B, CLASS C, CLASS D, AND
CLASS E AIRSPACE AREAS;
AIRWAYS; ROUTES; AND REPORTING
POINTS

1. The authority citation for part 71
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120; E.O. 10854, 24 FR 9565, 3 CFR, 1959—
1963 Comp., p. 389.

§71.1 [Amended]

2. The incorporation by reference in
14 CFR 71.1 of the Federal Aviation
Administration Order 7400.9F, Airspace
Designations and Reporting Points,
dated September 10, 1998, and effective
September 16, 1998, is amended as
follows:

* * * * *

Paragraph 6005 Class E airspace areas
extending upward from 700 feet or more
above the surface of the earth.

* * * * &

AGL IN E5 Sheridan, IN [Revised]
Sheridan Airport, IN
(Lat. 40°10'41" N., long. 86°13'02" W.)
That airspace extending upward from 700
feet above the surface within a 6.7-mile
radius of the Sheridan Airport, excluding
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that airspace within the Indianapolis Terry
Airport, IN, Class E airspace area.
* * * * *

Issued in Des Plaines, Illinois on April 27,
1999.

Christopher R. Blum,

Manager, Air Traffic Division.

[FR Doc. 99-12276 Filed 5-14-99; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF LABOR

Occupational Safety and Health
Administration

29 CFR Part 1926
[Docket No. S—-775]
RIN 1218-AA65

Steel Erection Negotiated Rulemaking
Committee; Re-establishment

AGENCY: Occupational Safety and Health
Administration (OSHA), Department of
Labor.

ACTION: Re-establishment of the Steel
Erection Negotiated Rulemaking
Advisory Committee.

SUMMARY: The Secretary of Labor has
determined that it is in the public
interest to re-establish the Steel Erection
Negotiated Rulemaking Advisory
Committee (SENRAC) so that the
Committee can complete its charge to
make recommendations to OSHA on a
proposed rule for steel erection
activities in construction. The re-
establishment of the charter will allow
SENRAC to continue its work for a
period of two years or until the
promulgation of the final standard,
whichever occurs first.
DATES: The Charter will be filed on June
1, 1999.
FOR FURTHER INFORMATION CONTACT: Ms.
Bonnie Friedman, Director, Office of
Information and Consumer Affairs,
OSHA, U.S. Department of Labor, Room
N-3647, 200 Constitution Avenue, NW,
Washington, DC 20210; telephone (202)
693-1999.
SUPPLEMENTARY INFORMATION: In
accordance with the Federal Advisory
Committee Act (5 U.S.C. App. I) and the
Negotiated Rulemaking Act, 5 U.S.C.
561 et seq., the Secretary of Labor has
determined that the re-establishment of
SENRAC is in the public interest, to
assist in the development of workplace
standards under the Occupational
Safety and Health Act (29 U.S.C. 651 et
seq.).

SENRAC is composed of 20 members
including representatives from labor,
industry, small business, public

interests and government agencies
appointed by the Secretary of Labor.

The Committee is still considering an
issue that was a part of its original
mandate involving the standards
governing slippery metal deck surfaces.
The Committee will seek information,
data, studies, and views from the public
to assist in developing a
recommendation on this issue.

Meetings of this committee will be
announced in the Federal Register and
are open to the public.

Interested parties are invited to
submit comments, in quadruplicate,
regarding the re-establishment of the
committee to the Docket Officer, Docket
S-775, U.S. Department of Labor,
Occupational Safety and Health
Administration, Room N2624, 200
Constitution Avenue, NW, Washington,
DC 20210; (202) 219-7894.

Signed at Washington, DC this 29th day of
April, 1999.

Alexis M. Herman,

Secretary of Labor.

[FR Doc. 99-12293 Filed 5-14-99; 8:45 am]
BILLING CODE 4510-26-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 194
[FRL-6344-8]
RIN 2060-AG85

Waste Characterization Program
Documents Applicable to Transuranic
Radioactive Waste at the Los Alamos
National Laboratory Proposed for
Disposal at the Waste Isolation Pilot
Plant

AGENCY: Environmental Protection
Agency.

ACTION: Notice of availability; opening
of public comment period.

SUMMARY: The Environmental Protection
Agency (EPA) is announcing the
availability of, and soliciting public
comments for 30 days on, Department of
Energy (DOE) documents on waste
characterization programs applicable to
certain transuranic (TRU) radioactive
waste at the Los Alamos National
Laboratory (LANL) proposed for
disposal at the Waste Isolation Pilot
Plant (WIPP). The documents are: “‘Los
Alamos National Laboratory
Transuranic Waste Quality Assurance
Project Plan, Revision 2, April 26, 1999
and ““Los Alamos National Laboratory
Transuranic Waste Certification Plan,
Revision 2, April 26, 1999”. These
documents are available for review in
the public dockets listed in ADDRESSES.

The EPA will use these documents to
evaluate waste characterization systems
and processes at LANL that primarily
utilize a High Efficiency Neutron
Counter (HENC) and other methods of
solid coring and sampling to measure
important waste characteristics. In
accordance with EPA’s WIPP
Compliance Criteria at 40 CFR 194.8,
EPA will conduct an inspection of waste
characterization systems and processes
at LANL the week of June 14, 1999, to
verify that the proposed systems and
processes at LANL can characterize
transuranic waste at issue properly,
consistent with the Compliance Criteria.
This notice of the inspection and
comment period accords with 40 CFR
194.8.

DATES: The EPA is requesting public
comment on these documents as they
apply to the scope of the inspection
announced in this notice. Comments
must be received by EPA’s official Air
Docket on or before June 16, 1999.
ADDRESSES: Comments should be
submitted to: Docket No. A—98-49, Air
Docket, Room M-1500 (LE-131), U.S.
Environmental Protection Agency, 401
M Street, SW, Washington, DC, 20460.

The DOE documents ““Los Alamos
National Laboratory Transuranic Waste
Quality Assurance Project Plan,
Revision 2, April 26, 1999 and *‘Los
Alamos National Laboratory
Transuranic Waste Certification Plan,
Revision 2, April 26, 1999 are available
for review in the official EPA Air Docket
in Washington, D.C., Docket No. A—98—
49, Category II-A-2, and at the
following three EPA WIPP informational
docket locations in New Mexico: in
Carlsbad at the Municipal Library,
Hours: Monday—Thursday, 10 am-9 pm,
Friday—Saturday, 10 am-6 pm, and
Sunday, 1 pm-5 pm; in Albuquerque at
the Government Publications
Department, Zimmerman Library,
University of New Mexico, Hours:
Monday—Thursday, 8 am—9 pm, Friday,
8 am-5 pm, Saturday—Sunday, 1 pm-5
pm; and in Santa Fe at the Fogelson
Library, College of Santa Fe, Hours:
Monday-Thursday, 8 am—12 pm,
Friday, 8 am-5 pm, Saturday, 9 am-5
pm, and Sunday, 1 pm-9 pm.

Copies of items in the docket may be
requested by writing Docket A-98—49 at
the address provided above, or by
calling (202) 260—7548. As provided in
EPA'’s regulations at 40 CFR part 2, and
in accordance with normal EPA docket
procedures, a reasonable fee may be
charged for photocopying.

FOR FURTHER INFORMATION CONTACT: Jim
Oliver, Office of Radiation and Indoor
Air, (202) 564-9310, or call EPA’s 24-
hour, toll-free WIPP Information Line,
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1-800-331-WIPP, or visit our website at
http://www.epa.gov/radiation/wipp/
announce.html.

SUPPLEMENTARY INFORMATION: General
background for this document is
identical to that provided in previous
Federal Register documents. (See 64 FR
18870, 64 FR 14418)

EPA inspected certain waste
characterization processes at LANL
prior to certification of the WIPP. DOE
is proposing to use processes that EPA
did not previously inspect at LANL that
use the High Efficiency Neutron Counter
(HENC) or solid coring and sampling as
primary methods for measuring
important waste characteristics.

The LANL documents submitted to
EPA are: “‘Los Alamos National
Laboratory Transuranic Waste Quality
Assurance Project Plan, Revision 2,
April 26, 1999 and ““Los Alamos
National Laboratory Transuranic Waste
Certification Plan, Revision 2, April 26,
1999”. The *‘Los Alamos National
Laboratory Transuranic Waste Quality
Assurance Project Plan, Revision 2,
April 26, 1999 “ sets forth the quality
assurance program applied to TRU
waste characterization at LANL. The
“Los Alamos National Laboratory
Transuranic Waste Certification Plan,
Revision 2, April 26, 1999” sets forth
the waste characterization procedures
for TRU wastes at LANL. After EPA
reviews these documents, EPA will
conduct an inspection of LANL the
week of June 14, 1999, to determine
whether the requirements set forth in
these documents are being adequately
implemented in accordance with
Condition 3 of the EPA’s WIPP
certification decision (Appendix A to 40
CFR part 194). In accordance with
§194.8 of the WIPP compliance criteria,
EPA is providing the public 30 days to
comment on the documents placed in
EPA’s docket relevant to the site
approval process.

If EPA determines that the provisions
in the documents are adequately
implemented, EPA will notify the DOE
by letter and place the letter in the
official Air Docket in Washington, D.C.,
and in the informational docket
locations in New Mexico. A positive
approval letter will allow DOE to ship
additional TRU waste from LANL. The
EPA will not make a determination of
compliance prior to the inspection or
before the 30-day comment period has
closed.

Information on the EPA’s radioactive
waste disposal standards (40 CFR part
191), the compliance criteria (40 CFR
part 194), and the EPA’s certification
decision is filed in the official EPA Air
Docket, Dockets No. R—89-01, A—92-56,

and A-93-02, respectively, and is
available for review in Washington,
D.C., and at the three EPA WIPP
informational docket locations in New
Mexico. The dockets in New Mexico
contain only major items from the
official Air Docket in Washington, D.C.,
plus those documents added to the
official Air Docket after the October
1992 enactment of the WIPP LWA.

Dated: May 12, 1999.
Robert D. Brenner,

Acting Assistant Administrator for Air and
Radiation.

[FR Doc. 99-12459 Filed 5-14-99; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 444
[FRL-6343-5]

Notice of Availability; Effluent
Limitations Guidelines and
Pretreatment Standards for the
Industrial Waste Combustors
Subcategory of the Waste Combustors
Point Source Category

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Data availability related to
proposed rule.

SUMMARY: On February 6, 1998 EPA
proposed effluent limitations guidelines
and pretreatment standards for the
Industrial Waste Combustor (IWC)
Subcategory of the Waste Combustors
Point Source Category to limit effluent
discharges to waters of the United States
and the introduction of pollutants into
publicly owned treatment works (63 FR
6391). The comment period for the
proposal closed on May 7, 1998.

Today, EPA is making available for
public review and comment new data
on wastewater treatment system
performance at IWC facilities. EPA is
considering using these data to derive
final effluent limitations and
pretreatment standards for the IWC
Subcategory.

EPA is soliciting comments only on
the new information and data being
made available today.

DATES: Submit an original and three
copies of your comments on or before
June 16, 1999.
ADDRESSES: Submit comments to Ms.
Samantha Hopkins at the following
address: US EPA, Engineering and
Analysis Division (4303), 401 M. St.
SW, Washington, DC 20460.

The data being made available today
may be found in the EPA Water Docket

at EPA Headquarters at Waterside Mall,
Room EB-57, 401 M. St. SW,
Washington, DC 20460. For access to the
docket materials, call (202) 260-3027
between 9:00 a.m. and 3:30 p.m. for an
appointment. A reasonable fee may be
charged for copying.

FOR FURTHER INFORMATION CONTACT: Ms.
Samantha Hopkins at (202) 260-7149 or
at the following e-mail address:
Hopkins.Samantha@epa.gov.
SUPPLEMENTARY INFORMATION: On
February 6, 1998 EPA proposed effluent
limitations guidelines and pretreatment
standards (63 FR 6391) for the Industrial
Waste Combustor (IWC) Subcategory.
The comment period closed on May 7,
1998. These comments may be reviewed
in the Water Docket at EPA
Headquarters (see address above).

In early 1999, subsequent to the close
of the comment period, EPA received
wastewater treatment performance data
from three IWC facilities. The new data
are now available for review in the
Water Docket in Section 16.4 of the
record for this rulemaking. EPA is
evaluating the new data for its
usefulness in establishing final effluent
limitations and standards. The Agency
invites comment on the new data,
which are summarized below.

The three facilities provided data to
EPA for their wastewater treatment
system performance. How EPA used
such performance data when it
developed the proposed effluent
limitations guidelines and standards is
described in Section 8 of the
Development Document for Proposed
Effluent Limitations Guidelines and
Standards for Industrial Waste
Combustors (EPA 821-B-97-011) and in
Section 7 of the record for this
rulemaking.

Each of the three IWCs submitted
influent and effluent wastewater
treatment system performance data and
related information on the operation of
the treatment systems. Each facility
submitted daily measurements for
chlorides, total dissolved solids, total
suspended solids, sulfate, pH, and 15
metals (aluminum, antimony, arsenic,
cadmium, chromium, copper, iron, lead,
mercury, molybdenum, selenium, silver,
tin, titanium and zinc).

One facility provided 11 days of
influent and effluent sampling data from
its wastewater treatment system. Its
system consists of two stages of
chemical precipitation (with each stage
followed by solid-liquid separation)
followed by sand filtration as the final
treatment step. This facility also
provided six days of influent and
effluent sampling data with “spiked”
influent levels of cadmium, chromium,
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copper, lead, and zinc. The facility
artificially increased the influent
concentrations of these five metals to
simulate periodic peak raw waste
conditions.

The second facility provided 30 days
of influent and effluent sampling data
from its wastewater treatment system.
This system consists of two stages of
chemical precipitation (with each stage
followed by solid-liquid separation).

The third facility provided 30 days of
influent and effluent sampling data from
its wastewater treatment system. Its
system consists of two stages of
chemical precipitation (with each stage
followed by solid-liquid separation).

Dated: May 7, 1999.

J. Charles Fox,

Assistant Administrator for Water.

[FR Doc. 99-12368 Filed 5-14-99; 8:45 am]
BILLING CODE 6560-50-P

FEDERAL EMERGENCY
MANAGEMENT AGENCY

44 CFR Part 67
[Docket No. FEMA-7286]

Proposed Flood Elevation
Determinations

AGENCY: Federal Emergency
Management Agency (FEMA).
ACTION: Proposed rule.

SUMMARY: Technical information or
comments are requested on the
proposed base (1% annual chance) flood
elevations and proposed base flood
elevation modifications for the
communities listed below. The base
flood elevations and modified base
flood elevations are the basis for the
floodplain management measures that
the community is required either to
adopt or to show evidence of being
already in effect in order to qualify or
remain qualified for participation in the
National Flood Insurance Program
(NFIP).

DATES: The comment period is ninety
(90) days following the second

publication of this proposed rule in a
newspaper of local circulation in each
community.

ADDRESSES: The proposed base flood
elevations for each community are
available for inspection at the office of
the Chief Executive Officer of each
community. The respective addresses
are listed in the following table.

FOR FURTHER INFORMATION CONTACT:
Matthew B. Miller, P.E., Chief, Hazards
Study Branch, Mitigation Directorate,
Federal Emergency Management
Agency, 500 C Street SW., Washington,
DC 20472, (202) 646-3461, or (e-mail)
matt.miller @ fema.gov.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
proposes to make determinations of base
flood elevations and modified base
flood elevations for each community
listed below, in accordance with Section
110 of the Flood Disaster Protection Act
of 1973, 42 U.S.C. 4104, and 44 CFR
67.4(a).

These proposed base flood and
modified base flood elevations, together
with the floodplain management criteria
required by 44 CFR 60.3, are the
minimum that are required. They
should not be construed to mean that
the community must change any
existing ordinances that are more
stringent in their floodplain
management requirements. The
community may at any time enact
stricter requirements of its own, or
pursuant to policies established by other
Federal, State, or regional entities.
These proposed elevations are used to
meet the floodplain management
requirements of the NFIP and are also
used to calculate the appropriate flood
insurance premium rates for new
buildings built after these elevations are
made final, and for the contents in these
buildings.

National Environmental Policy Act

This proposed rule is categorically
excluded from the requirements of 44
CFR Part 10, Environmental
Consideration. No environmental
impact assessment has been prepared.

Regulatory Flexibility Act

The Associate Director for Mitigation
certifies that this proposed rule is
exempt from the requirements of the
Regulatory Flexibility Act because
proposed or modified base flood
elevations are required by the Flood
Disaster Protection Act of 1973, 42
U.S.C. 4104, and are required to
establish and maintain community
eligibility in the NFIP. No regulatory
flexibility analysis has been prepared.

Regulatory Classification

This proposed rule is not a significant
regulatory action under the criteria of
Section 3(f) of Executive Order 12866 of
September 30, 1993, Regulatory
Planning and Review, 58 FR 51735.

Executive Order 12612, Federalism

This proposed rule involves no
policies that have federalism
implications under Executive Order
12612, Federalism, dated October 26,
1987.

Executive Order 12778, Civil Justice
Reform

This proposed rule meets the
applicable standards of Section 2(b)(2)
of Executive Order 12778.

List of Subjects in 44 CFR Part 67

Administrative practice and
procedure, Flood insurance, Reporting
and recordkeeping requirements.

Accordingly, 44 CFR part 67 is
proposed to be amended as follows:

PART 67—[AMENDED)]

1. The authority citation for part 67
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq.;
Reorganization Plan No. 3 of 1978, 3 CFR,
1978 Comp., p. 329; E.O. 12127, 44 FR 19367,
3 CFR, 1979 Comp., p. 376.

§67.4 [Amended]

2. The tables published under the
authority of §67.4 are proposed to be
amended as follows:

#Depth in feet above
ground. *Elevation in feet
State City/town/county Source of flooding Location (NGVD)
Existing Modified
Colorado ........c...... El Paso County Calhan Main Channel ....... Approximately 40 feet downstream of None *6,485
and Incorporated McClasky Road.
Areas.
Approximately 3,740 feet upstream of None *6,548
Eighth Street.
Calhan East Tributary ...... At confluence of Calhan Main Channel .... None *6,525
Approximately 3,140 feet upstream of None *6,565
confluence of Calhan Main Channel.
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#Depth in feet

above

ground. *Elevation in feet

State City/town/county Source of flooding Location (NGVD)
Existing Modified
Calhan Fairground Tribu- Approximately 550 feet downstream of None *6,533
tary Denver Street.
Approximately 810 feet upstream of Boul- None *6,561
der Street.

Maps are available for inspection at the Regional Building, 101 West Costilla Avenue, Colorado Springs, Colorado.

Send comments to The Honorable Chuck Brown, Chairman, El Paso County Board of Commissioners, 27 East Vermijo Avenue, Colorado
Springs, Colorado 80903.

Maps are available for inspection at the Town of Calhan Town Hall, 556 Colorado Avenue, Calhan, Colorado.
Send comments to The Honorable Albert Kobilan, Mayor, Town of Calhan, P.O. Box 236, Calhan, Colorado 80808—-0236.

Missouri ......c.cceu... Bull Creek (Village) | Bull Creek .........cccccoeevueeenne Approximately 4,100 feet downstream of None *725
Taney County. State Highway F.
Approximately 450 feet downstream of None *728
State Highway F.
Maps are available for inspection at the Village of Bull Creek Village Hall, 1886 State Highway F, Bull Creek, Missouri.
Send comments to The Honorable Al Skeen, Mayor, Village of Bull Creek, 1886 State Highway F, Bull Creek, Missouri 65616.
Missouri ......ccceeuee. Clark County (Unin- | Mississippi River ............... At County boundary 13,000 feet down- None *496
corporated stream of confluence of Fox River.
Areas).
At confluence of Des Moines River and None *500

County boundary.

Maps are available for inspection at the Clark County Courthouse, 111 East Cort Street, Kohoka, Missouri.
Send comments to The Honorable Eddie Brewer, Presiding Commissioner, Clark County, County Courthouse, 111 East Cort Street, Kohoka,

Missouri 63445.

Missouri ......c.ceeuee. Hollister (City) Turkey Creek ......ccoeveveene At confluence with White River ................ *716 *716
Taney County.
Approximately 2,200 feet upstream of the None *748
Wastewater Treatment Plant Road, at
corporate limits.
White RIVEr .......ccccooveveeene At confluence of Coon Creek .................. *715 *715
Approximately 1,050 feet (0.2 mile) up- None *718
stream of U.S. Highway 65.
Maps are available for inspection at the City of Hollister City Hall, 294 Esplanade Street, Hollister, Missouri.
Send comments to The Honorable David Tate, Mayor, City of Hollister, P.O. Box 638, Hollister, Missouri 65673.
North Dakota ......... McHenry County Mouse RiVer .......cccceevueen.. Approximately 530 feet downstream from None *1,426
and Incorporated Dam 326.
Areas.
Approximately 260 feet downstream from None *1,520
Schilling Bridge.

Maps are available for inspection at the McHenry County Auditor’'s Office, 407 South Main, Towner, North Dakota.

Send comments to The Honorable Scott Mueller, Chairman, Board of McHenry County Commissioners, P.O. Box 147, Towner, North Dakota

58788.

Maps are available for inspection at 101 First Street West, Velva, North Dakota.

Send comments to The Honorable Loren Hammer, President, P.O. Box 475, Velva, North Dakota 58790.
Maps are available for inspection at 4725 19th Avenue North, Velva, North Dakota.

Send comments to The Honorable John Thomas, Chairman, Township of Velva, 4725 19th Avenue North, Velva, North Dakota 58790.
Maps are available for inspection at 570 82nd Street Northeast, Willow City, North Dakota.
Send comments to The Honorable Kenneth Klebe, Chairman, Township of Willow Creek, 570 82nd Street Northeast, Willow City, North Da-

kota 58384.

Maps are available for inspection at 750 61st Street Northeast, Towner, North Dakota.
Send comments to The Honorable David Haman, Chairman, Township of Newport, 750 61st Street Northeast, Towner, North Dakota 58788.
Maps are available for inspection at 5045 First Avenue Northwest, Karlsruhe, North Dakota.
Send comments to The Honorable Leo Heilman, Chairman, Township of Villard, 225 50th Street Northeast, Karlsruhe, North Dakota 58744.
Maps are available for inspection at 1326 47th Street North, Velva, North Dakota.
Send comments to The Honorable Donald Howe, Chairman, Township of Lebanon, 1326 47th Street North, Velva, North Dakota 58790.

North Dakota

McKinney (Town-
ship) Renville
County.

Mouse River

Approximately 3,375 feet (.64 mile) down-
stream of Dam 41.

Approximately 1,265 feet (.24 mile) up-
stream of Swenson Bridge.

None

None

*1,601

*1,607
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State City/town/county

Source of flooding

Location

#Depth in feet above
ground. *Elevation in feet
(NGVD)

Existing Modified

Maps are available for inspection at City Hall, Main Street, Tolley, North Dakota.
Send comments to The Honorable Kenneth Johnson, Chairman, Township of McKinney, P.O. Box 97, Tolley, North Dakota 58787.

(Catalog of Federal Domestic Assistance No.
83.100, “Flood Insurance.”)

Dated: May 6, 1999.
Michael J. Armstrong,
Associate Director for Mitigation.
[FR Doc. 99-12348 Filed 5-14-99; 8:45 am]
BILLING CODE 6718-04-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MM Docket No. 99-147; RM—9555]

Radio Broadcasting Services;
Congress, AZ

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: This document requests
comments on a petition for rule making
filed on behalf of Mountain West
Broadcasting, requesting the allotment
of Channel 242A to Congress, Arizona,
as a first local aural transmission
service. As Congress is not incorporated
or listed in the U.S. Census, information
is requested regarding the attributes of
that locality to determine whether it is
a bona fide community for allotment
purposes. Coordinates used for this
proposal are 34-09-24 NL and 112-50-
30 WL.

DATES: Comments must be filed on or
before June 28, 1999, and reply
comments on or before July 13, 1999.
ADDRESSES: Secretary, Federal
Communications Commission,
Washington, DC 20554. In addition to
filing comments with the FCC,
interested parties should serve the
petitioner, as follows: Mountain West
Broadcasting, c/o Victor A. Michael, Jr.,
President, 6807 Foxglove Drive,
Cheyenne, Wyoming 82009.

FOR FURTHER INFORMATION CONTACT:
Nancy Joyner, Mass Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Notice of
Proposed Rule Making, MM Docket No.
99-147, adopted April 28, 1999, and
released May 7, 1999. The full text of
this Commission decision is available
for inspection and copying during

normal business hours in the FCC’s
Information Center (Room CY-A257),
445 Twelfth Street, SW., Washington,
DC. The complete text of this decision
may also be purchased from the
Commission’s copy contractor,
International Transcription Service,
Inc., 1231 20th Street, NW.,
Washington, DC 20036, (202) 857-3800.

Provisions of the Regulatory
Flexibility Act of 1980 do not apply to
this proceeding.

Members of the public should note
that from the time a Notice of Proposed
Rule Making is issued until the matter
is no longer subject to Commission
consideration or court review, all ex
parte contacts are prohibited in
Commission proceedings, such as this
one, which involve channel allotments.
See 47 CFR 1.1204(b) for rules
governing permissible ex parte contacts.

For information regarding proper
filing procedures for comments, See 47
CFR 1.415 and 1.420.

List of Subjects in 47 CFR Part 73

Radio broadcasting.

Federal Communications Commission.
John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12300 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[MM Docket No. 99-152; RM—-9560]

Radio Broadcasting Services; Captain
Cook, HI

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: This document requests
comments on a petition for rule making
filed on behalf of Mountain West
Broadcasting, requesting the allotment
of Channel 226C1 to Captain Cook,
Hawaii, as that community’s first local
aural transmission service. Coordinates
used for this proposal are 19—29-49 NL
and 155-55-18 WL.

DATES: Comments must be filed on or
before June 28, 1999, and reply
comments on or before July 13, 1999.

ADDRESSES: Secretary, Federal
Communications Commission,
Washington, DC 20554. In addition to
filing comments with the FCC,
interested parties should serve the
petitioner, as follows: Mountain West
Broadcasting, c/o Victor A. Michael, Jr.,
President, 6807 Foxglove Drive,
Cheyenne, Wyoming 82009.

FOR FURTHER INFORMATION CONTACT:
Nancy Joyner, Mass Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Notice of
Proposed Rule Making, MM Docket No.
99-152, adopted April 28, 1999, and
released May 7, 1999. The full text of
this Commission decision is available
for inspection and copying during
normal business hours in the FCC’s
Reference Information Center (Room
CY-A257), 445 Twelfth Street, SW.,
Washington, DC. The complete text of
this decision may also be purchased
from the Commission’s copy contractor,
International Transcription Service,
Inc., 1231 20th Street, NW.,
Washington, DC 20036, (202) 857-3800.

Provisions of the Regulatory
Flexibility Act of 1980 do not apply to
this proceeding.

Members of the public should note
that from the time a Notice of Proposed
Rule Making is issued until the matter
is no longer subject to Commission
consideration or court review, all ex
parte contacts are prohibited in
Commission proceedings, such as this
one, which involve channel allotments.
See 47 CFR 1.1204(b) for rules
governing permissible ex parte contacts.

For information regarding proper

filing procedures for comments, See 47
CFR 1.415 and 1.420.

List of Subjects in 47 CFR Part 73

Radio broadcasting.

Federal Communications Commission.
John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12301 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P
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FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MM Docket No. 99-149; RM—-9557]

Radio Broadcasting Services;
Dinosaur, CO

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: This document requests
comments on a petition for rule making
filed on behalf of Mountain West
Broadcasting, requesting the allotment
of Channel 247C1 to Dinosaur,
Colorado, as that community’s first local
aural transmission service. Coordinates
used for this proposal are 40-14-42 NL
and 109-00-30 WL.

DATES: Comments must be filed on or
before June 28, 1999, and reply
comments on or before July 13, 1999.
ADDRESSES: Secretary, Federal
Communications Commission,
Washington, DC 20554. In addition to
filing comments with the FCC,
interested parties should serve the
petitioner, as follows: Mountain West
Broadcasting, c/o Victor A. Michael, Jr.,
President, 6807 Foxglove Drive,
Cheyenne, Wyoming 82009.

FOR FURTHER INFORMATION CONTACT:
Nancy Joyner, Mass Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Notice of
Proposed Rule Making, MM Docket No.
99-149, adopted April 28, 1999, and
released May 7, 1999. The full text of
this Commission decision is available
for inspection and copying during
normal business hours in the FCC’s
Reference Information Center (Room
CY-A257), 445 Twelfth Street, SW.,
Washington, DC. The complete text of
this decision may also be purchased
from the Commission’s copy contractor,
International Transcription Service,
Inc., 1231 20th Street, NW.,
Washington, DC 20036, (202) 857-3800.

Provisions of the Regulatory
Flexibility Act of 1980 do not apply to
this proceeding.

Members of the public should note
that from the time a Notice of Proposed
Rule Making is issued until the matter
is no longer subject to Commission
consideration or court review, all ex
parte contacts are prohibited in
Commission proceedings, such as this
one, which involve channel allotments.
See 47 CFR 1.1204(b) for rules
governing permissible ex parte contacts.

For information regarding proper
filing procedures for comments, See 47
CFR 1.415 and 1.420.

List of Subjects in 47 CFR Part 73
Radio broadcasting.
Federal Communications Commission.

John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12302 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MM Docket No. 99-148; RM-9556]

Radio Broadcasting Services; Del
Norte, CO

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: This document requests
comments on a petition for rule making
filed on behalf of Mountain West
Broadcasting, requesting the allotment
of Channel 242A to Del Norte, Colorado,
as that community’s first local aural
transmission service. Coordinates used
for this proposal are 37-40-36 NL and
106-21-12 WL.
DATES: Comments must be filed on or
before June 28, 1999, and reply
comments on or before July 13, 1999.
ADDRESSES: Secretary, Federal
Communications Commission,
Washington, DC 20554. In addition to
filing comments with the FCC,
interested parties should serve the
petitioner, as follows: Mountain West
Broadcasting, c/o Victor A. Michael, Jr.,
President, 6807 Foxglove Drive,
Cheyenne, Wyoming 82009.
FOR FURTHER INFORMATION CONTACT:
Nancy Joyner, Mass Media Bureau, (202)
418-2180.
SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Notice of
Proposed Rule Making, MM Docket No.
99-148, adopted April 28, 1999, and
released May 7, 1999. The full text of
this Commission decision is available
for inspection and copying during
normal business hours in the FCC’s
Reference Information Center (Room
CY-A257), 445 Twelfth Street, SW.,
Washington, DC. The complete text of
this decision may also be purchased
from the Commission’s copy contractor,
International Transcription Service,
Inc., 1231 20th Street, NW.,
Washington, DC 20036, (202) 857—-3800.

Provisions of the Regulatory
Flexibility Act of 1980 do not apply to
this proceeding.

Members of the public should note
that from the time a Notice of Proposed

Rule Making is issued until the matter
is no longer subject to Commission
consideration or court review, all ex
parte contacts are prohibited in
Commission proceedings, such as this
one, which involve channel allotments.
See 47 CFR 1.1204(b) for rules
governing permissible ex parte contacts.

For information regarding proper
filing procedures for comments, See 47
CFR 1.415 and 1.420.

List of Subjects in 47 CFR Part 73

Radio broadcasting.

Federal Communications Commission.
John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12303 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73

[MM Docket No. 99-150; RM-9558]

Radio Broadcasting Services; Poncha
Springs, CO

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: This document requests
comments on a petition for rule making
filed on behalf of Mountain West
Broadcasting, requesting the allotment
of Channel 248A to Poncha Springs,
Colorado, as that community’s first local
aural transmission service. Coordinates
used for this proposal are 38—-30-42 NL
and 106-04-42 WL.

DATES: Comments must be filed on or
before June 28, 1999, and reply
comments on or before July 13, 1999.

ADDRESSES: Secretary, Federal
Communications Commission,
Washington, DC 20554. In addition to
filing comments with the FCC,
interested parties should serve the
petitioner, as follows: Mountain West
Broadcasting, c/o Victor A. Michael, Jr.,
President, 6807 Foxglove Drive,
Cheyenne, Wyoming 82009.

FOR FURTHER INFORMATION CONTACT:
Nancy Joyner, Mass Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Notice of
Proposed Rule Making, MM Docket No.
99-150, adopted April 28, 1999, and
released May 7, 1999. The full text of
this Commission decision is available
for inspection and copying during
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normal business hours in the FCC’s
Reference Information Center (Room
CY-A257), 445 Twelfth Street, SW.,
Washington, DC. The complete text of
this decision may also be purchased
from the Commission’s copy contractor,
International Transcription Service,
Inc., 1231 20th Street, NW.,
Washington, DC 20036, (202) 857-3800.

Provisions of the Regulatory
Flexibility Act of 1980 do not apply to
this proceeding.

Members of the public should note
that from the time a Notice of Proposed
Rule Making is issued until the matter
is no longer subject to Commission
consideration or court review, all ex
parte contacts are prohibited in
Commission proceedings, such as this
one, which involve channel allotments.
See 47 CFR 1.1204(b) for rules
governing permissible ex parte contacts.

For information regarding proper
filing procedures for comments, See 47
CFR 1.415 and 1.420.

List of Subjects in 47 CFR Part 73

Radio broadcasting.
Federal Communications Commission.
John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12304 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MM Docket No. 99-151; RM-9559]

Radio Broadcasting Services; Rangely,
CcO

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: This document requests
comments on a petition for rule making
filed on behalf of Mountain West
Broadcasting, requesting the allotment
of Channel 279C1 to Rangely, Colorado,
as that community’s first local aural
transmission service. Coordinates used
for this proposal are 40-05-06 NL and
108-48-18 WL.

DATES: Comments must be filed on or
before June 28, 1999, and reply
comments on or before July 13, 1999.
ADDRESSES: Secretary, Federal
Communications Commission,
Washington, DC 20554. In addition to
filing comments with the FCC,
interested parties should serve the
petitioner, as follows: Mountain West
Broadcasting, c/o Victor A. Michael, Jr.,

President, 6807 Foxglove Drive,
Cheyenne, Wyoming 82009.

FOR FURTHER INFORMATION CONTACT:
Nancy Joyner, Mass Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Notice of
Proposed Rule Making, MM Docket No.
99-151, adopted April 28, 1999, and
released May 7, 1999. The full text of
this Commission decision is available
for inspection and copying during
normal business hours in the FCC’s
Reference Information Center (Room
CY-A257), 445 Twelfth Street, SW.,
Washington, DC. The complete text of
this decision may also be purchased
from the Commission’s copy contractor,
International Transcription Service,
Inc., 1231 20th Street, NW.,
Washington, DC 20036, (202) 857-3800.

Provisions of the Regulatory
Flexibility Act of 1980 do not apply to
this proceeding.

Members of the public should note
that from the time a Notice of Proposed
Rule Making is issued until the matter
is no longer subject to Commission
consideration or court review, all ex
parte contacts are prohibited in
Commission proceedings, such as this
one, which involve channel allotments.
See 47 CFR 1.1204(b) for rules
governing permissible ex parte contacts.

For information regarding proper
filing procedures for comments, See 47
CFR 1.415 and 1.420.

List of Subjects in 47 CFR Part 73
Radio broadcasting.
Federal Communications Commission.

John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12305 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MM Docket No. 99-146; RM—9490]

Radio Broadcasting Services; North
Tunica, MS

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: This document requests
comments on a petition for rule making
filed on behalf of Mountain West
Broadcasting, requesting the allotment
of Channel 254A to North Tunica,
Mississippi, as that community’s first
local aural transmission service.

Coordinates used for this proposal are
34-39-50 NL; 90-28-13 WL.

DATES: Comments must be filed on or
before June 28, 1999, and reply
comments on or before July 13, 1999.

ADDRESSES: Secretary, Federal
Communications Commission,
Washington, DC 20554. In addition to
filing comments with the FCC,
interested parties should serve the
petitioner, as follows: Victor A. Michael,
Jr., President, Mountain West
Broadcasting, 6807 Foxglove Drive,
Cheyenne, WY 82009.

FOR FURTHER INFORMATION CONTACT:
Nancy Joyner, Mass Media Bureau, (202)
418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s Notice of
Proposed Rule Making, MM Docket No.
99-146, adopted April 28, 1999, and
released May 7, 1999. The full text of
this Commission decision is available
for inspection and copying during
normal business hours in the FCC’s
Reference Information Center (Room
CY-A257), 445 Twelfth Street, SW.,
Washington, DC. The complete text of
this decision may also be purchased
from the Commission’s copy contractor,
International Transcription Service,
Inc., 1231 20th Street, NW.,
Washington, DC 20036, (202) 857—-3800.

Provisions of the Regulatory
Flexibility Act of 1980 do not apply to
this proceeding.

Members of the public should note
that from the time a Notice of Proposed
Rule Making is issued until the matter
is no longer subject to Commission
consideration or court review, all ex
parte contacts are prohibited in
Commission proceedings, such as this
one, which involve channel allotments.
See 47 CFR 1.1204(b) for rules
governing permissible ex parte contacts.

For information regarding proper
filing procedures for comments, See 47
CFR 1.415 and 1.420.

List of Subjects in 47 CFR Part 73

Radio broadcasting.

Federal Communications Commission.
John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12306 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P
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FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MM Docket No. 99-145, RM-9336]

Radio Broadcasting Services;
Mishicot, WI & Gulliver, Ml

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: This document requests
comments on a petition filed by Bay-
Lakes-Valley Broadcasting, Inc.
proposing the substitution of Channel
234C3 for Channel 234A at Mishicot,
Wisconsin, and modification of the
license for Station WGGM to specify
operation on Channel 234C3. The
coordinates for Channel 234C3 at
Mishicot are 44-22-48 and 87-36-58.
To accommodate the allotment at
Mishicot, we shall propose the
substitution of Channel 273C1 for
Channel 234C1 at Gulliver, Michigan,
and modification of the license for
Station WCMM to specify operation on
Channel 273C1. The coordinates for
Channel 273C1 are 45-58-01 and 86—
29-18. Canadian concurrence will be
requested for the allotment at Gulliver.
In accordance with Section 1.420(g) of
the Commission’s Rules, we will not
accept competing expressions of interest
for the use of Channel 234C3 at
Mishicot or Channel 273C1 at Gulliver,
or require petitioner to demonstrate the
availability of additional equivalent
class channels for use by such parties.
DATES: Comments must be filed on or
before June 28, 1999, and reply
comments on or before July 13, 1999.
ADDRESSES: Federal Communications
Commission, Washington, DC. 20554. In
addition to filing comments with the
FCC, interested parties should serve the
petitioner’s counsel, as follows: John F.
Garziglia, Pepper & Corazzini, L.L.P.,
1776 K Street, NW, Suite 200,
Washington, DC 20006.

FOR FURTHER INFORMATION CONTACT:
Kathleen Scheuerle, Mass Media
Bureau, (202) 418-2180.
SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Notice of
Proposed Rule Making, MM Docket No.
99-145, adopted April 28, 1999, and
released May 7, 1999. The full text of
this Commission decision is available
for inspection and copying during
normal business hours in the
Commission’s Reference Center,
Washington, DC. The complete text of
this decision may also be purchased
from the Commission’s copy

contractors, International Transcription
Services, Inc., 1231 20th Street, NW.,
Washington, DC. 20036, (202) 857—-3800,
facsimile (202) 857-3805.

Provisions of the Regulatory
Flexibility Act of 1980 do not apply to
this proceeding.

Members of the public should note
that from the time a Notice of Proposed
Rule Making is issued until the matter
is no longer subject to Commission
consideration or court review, all ex
parte contacts are prohibited in
Commission proceedings, such as this
one, which involve channel allotments.
See 47 CFR 1.1204(b) for rules
governing permissible ex parte contact.

For information regarding proper
filing procedures for comments, see 47
CFR 1.415 and 1.420.

List of Subjects in 47 CFR Part 73

Radio broadcasting.

Federal Communications Commission.
John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12307 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MM Docket No. 99-144, RM-9538]

Radio Broadcasting Services; Arcadia,
LA and Wake Village, TX

AGENCY: Federal Communications
Commission.

ACTION: Proposed rule.

SUMMARY: This document requests
comments on a petition filed by
Houston Christian Broadcasters, Inc.
proposing the substitution of Channel
223C3 for Channel 223A and
modification of the construction permit
for Station KBHA, Wake Village, Texas.
The coordinates for Channel 223C3 at
Wake Village are 33-20-00 and 93-58—
00. (Section 73.202(b) of the
Commission’s Rules shows the
allotment of Channel 233A at Wake
Village instead of Channel 223A. Upon
termination of this proceeding, we will
correct the FM Table of Allotments to
show the correct channel at Wake
Village.) To accommodate the
substitution at Wake Village, petitioner
has requested the substitution of
Channel 231C3 for Channel 223A at
Arcadia, Louisiana, and modification of
the construction permit for Channel
223A to specify operation on Channel

231C3. The coordinates for Channel
231C3 are 32—-26-45 and 92-56-49. In
accordance with Section 1.420(g) of the
Commission’s Rules, we will not accept
competing expressions of interest for the
use of Channel 223C3 at Wake Village
or require petitioner to demonstrate the
availability of additional equivalent
class channels for use by such parties.

DATES: Comments must be filed on or
before June 28, 1999, and reply
comments on or before July 13, 1999.

ADDRESSES: Federal Communications
Commission, Washington, DC 20554. In
addition to filing comments with the
FCC, interested parties should serve the
petitioners’ counsel, as follows: Jeffrey
D. Southmayd, Southmayd & Miller,
1220 19th Street, NW, Suite 400,
Washington, DC 20036.

FOR FURTHER INFORMATION CONTACT:
Kathleen Scheuerle, Mass Media
Bureau, (202) 418-2180.

SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s Notice of
Proposed Rule Making, MM Docket No.
99-144, adopted April 28, 1999, and
released May 7, 1999. The full text of
this Commission decision is available
for inspection and copying during
normal business hours in the
Commission’s Reference Center,
Washington, DC. The complete text of
this decision may also be purchased
from the Commission’s copy
contractors, International Transcription
Services, Inc., 1231 20th Street, NW.,
Washington, DC 20036, (202) 857-3800,
facsimile (202) 857—3805.

Provisions of the Regulatory
Flexibility Act of 1980 do not apply to
this proceeding.

Members of the public should note
that from the time a Notice of Proposed
Rule Making is issued until the matter
is no longer subject to Commission
consideration or court review, all ex
parte contacts are prohibited in
Commission proceedings, such as this
one, which involve channel allotments.
See 47 CFR 1.1204(b) for rules
governing permissible ex parte contact.

For information regarding proper
filing procedures for comments, see 47
CFR 1.415 and 1.420.

List of Subjects in 47 CFR Part 73

Radio broadcasting.

Federal Communications Commission.
John A. Karousos,

Chief, Allocations Branch, Policy and Rules
Division, Mass Media Bureau.

[FR Doc. 99-12309 Filed 5-14-99; 8:45 am]
BILLING CODE 6712-01-P
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NATIONAL AERONAUTICS AND
SPACE ADMINISTRATION

48 CFR Parts 1845 and 1852

Revisions to the NASA FAR
Supplement on Property Reporting
Requirements

AGENCY: National Aeronautics and
Space Administration (NASA).
ACTION: Proposed rule.

SUMMARY: This proposed rule would
amend the NASA FAR Supplement
(NFS) to comply with OMB Bulletin 97—
01 and make other changes to NASA
property reporting requirements.
Specific changes include: raising the
reporting threshold for certain property
categories from $5,000 to $100,000;
adding a requirement to include Federal
Supply Classification group codes for
equipment, unit acquisition costs, and
acquisition dates on shipping
documents; and adding a statement that
contractors are required to furnish, in
addition to the information required by
the Form 1018, any information
specified in supplemental instructions
issued by NASA for the current
reporting period.

DATES: Comments should be submitted
on or before July 16, 1999.

ADDRESSES: Interested parties should
submit written comments to James H.
Dolvin, NASA Headquarters, Office of
Procurement, Contract Management
Division (Code HK), Washington, DC
20546. Comments may also be
submitted by e-mail to
jdolvinl@mail.hg.nasa.gov.

FOR FURTHER INFORMATION CONTACT:
James H. Dolvin, (202) 358-1279.
SUPPLEMENTARY INFORMATION:

Background

Federal Financial Accounting
Standards Number 6, as implemented
by OMB Bulletin 97-01, provides for
new financial accounting requirements
involving depreciation of Government
property. New material is being added
to NFS Section 1845.7101, Instructions
for preparing NASA Form 1018, to
explain this change and to say that
contractors will now be required to
submit supplemental information with
the form, and that this information may
change from year to year, depending on
OMB requirements.

Impact

NASA certifies that this regulation
will not have a significant economic
impact on a substantial number of small
business entities under the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.)
Less than three per cent of NASA

contracts with small businesses have
property reporting requirements.

Paperwork Reduction Act

The Paperwork Reduction Act, 44
U.S.C. 3501, et seq., applies to this
proposed rule because it contains
information collection requirements.
However, approval for the additional
requirements has already been obtained
under OMB Control No. 2700-0017,
approving an increase in burden hours
from 5,700 to 8,144.

List of Subjects in 48 CFR Parts 1845
and 1852

Government procurement.

Tom Luedtke,

Acting Associate Administrator for
Procurement.

Accordingly, 48 CFR Parts 1845 and
1852 are proposed to be amended as
follows:

1. The authority citation for 48 CFR
Parts 1845 and 1852 continues to read
as follows:

Authority: 42 U.S.C. 2473(c)(1).

PART 1845—GOVERNMENT
PROPERTY

2. Subpart 1845.71 is revised to read
as follows:

Subpart 1845.71—Forms Preparation

1845.7101 Instructions for preparing
NASA Form 1018.

NASA Form 1018 (see 1853.3)
provides critical information for NASA
financial statements and property
management. Accuracy and timeliness
of the report are very important. NASA
must account for and report assets in
accordance with 31 U.S.C. 3512 and 31
U.S.C. 3515, Federal accounting
standards, and Office of Management
and Budget (OMB) instructions. Since
contractors maintain NASA'’s official
records for its assets in their possession,
NASA must obtain annual data from
those records to meet these
requirements. Changes in Federal
accounting standards and OMB
reporting requirements may occur from
year to year, requiring contractor
submission of supplemental information
with the NF 1018. Contractors shall
retain documents which support the
data reported on NF 1018 in accordance
with FAR subpart 4.7, Contractor
Records Retention. Classifications of
property, related costs to be reported,
and other reporting requirements are
discussed in this subpart.

1845.7101-1 Property Classification.

(a) General. Contractors shall report
costs in the classifications on the NF

1018, as described in this section. For
Land, Buildings, Other Structures and
Facilities, and Leasehold Improvements,
contractors shall report the amount for
all items with a unit acquisition cost of
$100,000 or more and a useful life of 2
years or more. For Plant Equipment,
Special Tooling, Special Test
Equipment and Agency-Peculiar
Property, contractors shall separately
report—

(1) The amount for all items with a
unit acquisition cost of $100,000 or
more and a useful life of 2 years or
more; and

(2) All items under $100,000,
regardless of useful life.

(b) Materials. Contractors shall report
the amount for all Materials, regardless
of unit acquisition cost.

(c) Land. Includes costs of land and
improvements to land.

(d) Buildings. Includes costs of
buildings, improvements to buildings,
and fixed equipment required for the
operation of a building which is
permanently attached to and a part of
the building and cannot be removed
without cutting into the walls, ceilings,
or floors. Examples of fixed equipment
required for functioning of a building
include plumbing, heating and lighting
equipment, elevators, central air
conditioning systems, and built-in safes
and vaults.

(e) Other structures and facilities.
Includes costs of acquisitions and
improvements of structures and
facilities other than buildings; for
example, airfield pavements, harbor and
port facilities, power production
facilities and distribution systems,
reclamation and irrigation facilities,
flood control and navigation aids, utility
systems (heating, sewage, water and
electrical) when they serve several
buildings or structures, communication
systems, traffic aids, roads and bridges,
railroads, monuments and memorials,
and nonstructural improvements such
as sidewalks, parking areas, and fences.

(f) Leasehold improvements. Includes
NASA-funded costs of improvements to
leased buildings, structures, and
facilities, as well as easements and
right-of-way, where NASA is the lessee
or the cost is charged to a NASA
contract.

(9) Equipment. Includes costs of
commercially available personal
property capable of stand-alone use in
manufacturing supplies, performing
services, or any general or
administrative purpose (for example,
machine tools, furniture, vehicles,
computers, and test equipment,
including their accessory or auxiliary
items).
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(h) Construction in Progress. Includes
costs of work in process for the
construction of Buildings, Other
Structures and Facilities, and Leasehold
Improvements to which NASA has title.

(i) Special Tooling. Includes costs of
equipment and manufacturing aids (and
their components and replacements) of
such a specialized nature that, without
substantial modification or alteration,
their use is limited to development or
production of particular supplies or
parts, or performance of particular
services. Examples include jigs, dies,
fixtures, molds, patterns, taps and
gauges.

(j) Special Test Equipment. Includes
costs of equipment used to accomplish
special purpose testing in performing a
contract, and items or assemblies of
equipment.

(k) Material. Includes costs of NASA-
owned property held in inventory that
may become a part of an end item or be
expended in performing a contract.
Examples include raw and processed
material, parts, assemblies, small tools
and supplies. Material that is part of
work-in-process is not included.

(I) Agency-Peculiar Property. Includes
costs of completed items, systems and
subsystems, spare parts and components
unique to NASA aeronautical and space
programs. Examples include research
aircraft, engines, satellites, instruments,
rockets, prototypes and mock-ups. The
amount of property, title to which vests
in the Government as a result of
progress payments to fixed price
subcontractors, shall be included to
reflect the pro rata cost of undelivered
agency-peculiar property.

(m) Contract Work-in-Process.
Includes costs of all work-in-process;
excludes costs of completed items
reported in other categories.

1845.7101-2 Transfers of property.

A transfer is a change in
accountability between and among
prime contracts, centers, and other
Government agencies (e.g., between
contracts of the same center, contracts of
different centers, a contract of one
center to that of another center, a center
to a contract of another center, and a
contract to another Government agency
or its contract). To enable NASA to
properly control and account for
transfers, they shall be adequately
documented. Therefore, procurement,
property, and financial organizations at
NASA centers must effect all transfers of
accountability, although physical
shipment and receipt of property may
be made directly by contractors. The
procedures described in this section
shall be followed to provide an
administrative and audit trail, even if

property is physically shipped directly
from one contractor to another. Property
shipped between September 1 and
September 30, inclusively, shall be
reported by the shipping contractor,
regardless of the method of shipment,
unless written evidence of receipt at
destination has been received.
Repairables provided under fixed price
repair contracts that include the clause
at 1852.245-72, Liability for
Government Property Furnished for
Repair or Other Services, remain
accountable to the cognizant center and
are not reportable on NF 1018;
repairables provided under a cost-
reimbursement contract, however, are
accountable to the contractor and
reportable on NF 1018. All materials
provided to conduct repairs are
reportable, regardless of contract type.
(a) Approval and notification. The
contractor must obtain approval of the
contracting officer or designee for
transfers of property before shipment.
Each shipping document must contain
contract numbers, shipping references,
property classifications in which the
items are recorded (including Federal
Supply Classification group (FSC) codes
for all types of equipment), unit
acquisition costs, original acquisition
dates and any other appropriate
identifying or descriptive data. Where
the DD 250, Material Inspection and
Receiving Report, is used as the
shipping document, the FSC code will
be part of the national stock number
(NSN) entered in Block 16 or, if the NSN
is not provided, the FSC alone shall be
shown in Block 16. The original
acquisition date shall be shown in Block
23, by item. Other formats should be
clearly annotated with the required
information. Unit acquisition costs shall
be obtained from records maintained
pursuant to FAR part 45 and this part
1845 or, for uncompleted items where
property records have not yet been
established, from such other record
systems as are appropriate such as
manufacturing or engineering records
used for work control and billing
purposes. Shipping contractors shall
furnish a copy of the shipping
document to the cognizant property
administrator. Shipping and receiving
contractors shall promptly notify the
financial management office of the
NASA center responsible for their
respective contracts when
accountability for Government property
is transferred to, or received from, other
contracts, contractors, NASA centers, or
Government agencies. Copies of
shipping or receiving documents will
suffice as notification in most instances.
(b) Reclassification. If property is
transferred to another contract or

contractor, the receiving contractor shall
record the property in the same property
classification and amount appearing on
the shipping document. For example,
when a contractor receives an item from
another contractor that is identified on
the shipping document as equipment,
but that the recipient intends to
incorporate into special test equipment,
the recipient shall first record the item
in the equipment account and
subsequently reclassify it as special test
equipment when incorporated into that
item. Reclassification of equipment,
special tooling, special test equipment,
or agency-peculiar property requires
prior approval of the contracting officer
or a designee.

(c) Incomplete documentation. If
contractors receive transfer documents
having insufficient detail to properly
record the transfer (e.g., omission of
property classification, FSC, unit
acquisition cost, acquisition date, etc.)
they shall request the omitted data
directly from the shipping contractor or
through the property administrator as
provided in FAR 45.505-2.

1845.7101-3 Unit acquisition cost.

(a) The unit acquisition cost shall
include all costs incurred to bring the
property to a form and location suitable
for its intended use. For example, the
cost may include the following, as
appropriate, for the type of property:

(1) Amounts paid to vendors or other
contractors;

(2) Transportation charges to the point
of initial use;

(3) Handling and storage charges;

(4) Labor and other direct or indirect
production costs (for assets produced or
constructed);

(5) Engineering, architectural, and
other outside services for designs, plans,
specifications, and surveys;

(6) Acquisition and preparation costs
of buildings and other facilities;

(7) An appropriate share of the cost of
the equipment and facilities used in
construction work;

(8) Fixed equipment and related
installation costs required for activities
in a building or facility;

(9) Direct costs of inspection,
supervision, and administration of
construction contracts and construction
work;

(10) Legal and recording fees and
damage claims;

(11) Fair values of facilities and
equipment donated to the Government;

(12) Material amounts of interest costs
paid; and

(13) Where appropriate, for Special
Test Equipment, Special Tooling,
Agency-Peculiar and Contract Work-in-
process, related fees, or a prorata
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portion of fees, paid by NASA to the
contractor. Situations where inclusion
of fees in the acquisition cost would be
appropriate are those in which the
contractor designs, develops, fabricates
or purchases property for NASA and
part of the fees paid to the contractor by
NASA are related to that effort.

(b) The use of weighted average
methodologies is acceptable for
valuation of Material.

(c) Contractors shall report unit
acquisition costs using records that are
part of the prescribed property or
financial control system as provided in
this section. Fabrication costs shall be
based on approved systems or
procedures and include all direct and
indirect costs of fabrication.

(d) The contractor shall redetermine
unit acquisition costs of items returned
for modification or rehabilitation. If an
item’s original acquisition cost is
$100,000 or more, only modifications
that improve that item’s capacity or
extend its useful life two years or more
and that cost $100,000 or more shall be
added to the original acquisition cost
reported on the NF 1018. The costs of
any other modifications will be
considered to be expensed. If an item’s
original unit acquisition cost is less than
$100,000, but a single subsequent
modification costs $100,000 or more,
that modification only will be reported
as an item $100,000 or more on
subsequent NF 1018s. If an item’s
acquisition cost is reduced by removal
of components so that its remaining
acquisition cost is under $100,000, it
shall be reported as under $100,000.

(e) The computation of work in
process shall include costs of associated
systems, subsystems, and spare parts
and components furnished or acquired
and charged to work in process pending
incorporation into a finished item.
These types of items make up what is
sometimes called production inventory
and include programmed extra units to
cover replacement during the
fabrication process (production spares).
Also included are deliverable items on
which the contractor or a subcontractor
has begun work, and materials issued
from inventory.

1845.7101-4 Types of deletions from
contractor property records.

Contractors shall report the types of
deletions from the property reportable
under a given contract as described in
this section.

(a) Adjusted. Changes in the deletion
amounts that result from mathematical
errors in the previous report.

(b) Lost, Damaged or Destroyed.
Deletion amounts that result from relief

from responsibility under FAR 45.503
granted during the reporting period.

(c) Transferred in Place. Deletion
amounts that result from transfer of
property to a follow-on contract with
the same contractor.

(d) Transferred to Center
Accountability. Deletion amounts that
result from transfer of accountability to
the center responsible for the contract,
whether or not items are physically
moved.

(e) Transferred to Another NASA
Center. Deletion amounts that result
from transfer of accountability to a
center other than the one responsible for
the contract, whether or not items are
physically moved.

(f) Transferred to Another
Government Agency. Deletion amounts
that result from transfer of property for
reutilization to another Government
agency, as a part of the plant clearance
process.

(9) Purchased at Cost/Returned for
Credit. Deletion amounts that result
from contractor purchase or retention of
contractor acquired property as
provided in FAR 45.605-1, or from
contractor returns to suppliers under
FAR 45.605-2.

(h) Disposal Through Plant Clearance
Process. Deletions other than transfers,
within the Federal Government e.g.,
donations to eligible recipients, sold at
less than cost, or abandoned/directed
destruction.

1845.7101-5 Contractor’s privileged
financial and business information.

If a transfer of property between
contractors involves disclosing costs of
a proprietary nature, the contractor shall
furnish unit acquisition costs only on
copies of shipping documents sent to
the shipping and receiving NASA
centers. Transfer of the property to the
receiving contractor shall be on a no-
cost basis.

PART 1852—SOLICITATION
PROVISIONS AND CONTRACT
CLAUSES

3. Section 1852.245-73 is revised to
read as follows:

1852.245-73 Financial Reporting of NASA
Property in the Custody of Contractors.

As prescribed 